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PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Social  and  Rehabilitation  Service 
[  45  CFR  Part  250  ] 
UTILIZATION  REVIEW 

Grants  to  States  for  Medical  Assistance 
Programs 

Notice  is  hereby  given  that  the  regula¬ 
tions  set  forth  in  tentative  form  below 
are  proposed  by  the  Acting  Administra¬ 
tor  of  the  Social  and  Rehabilitation 
Service,  with  the  approval  of  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare. 
The  proposed  regulations  revise  the  ex¬ 
isting  utilization  review  regulations  for 
the  Medicaid  program  under  Title  XIX 
of  the  Social  Security  Act.  A  similar  pro¬ 
posal  for  Medicare  appears  elsewhere  in 
this  edition  of  the  Federal  Register. 

On  November  29,  1974,  regulations  re¬ 
lating  to  utilization  review  procedures 
for  hospitals  participating  in  the 
Medicaid  program,  were  published  in  the 
Federal  Register  (39  FR  41610).  These 
regulations  were  originally  to  have  been 
effective  on  February  1,  1975.  On  April  1, 
1975,  a  notice  was  published  in  the  Fed¬ 
eral  Register  (40  FR  14597)  retrospec¬ 
tively  changing  the  effective  date  of  the 
regulations  to  July  1,  1975.  As  a  result 
of  a  preliminary  injunction  issued  on 
May  27,  1975,  by  the  United  States  Dis¬ 
trict  Court  for  the  Northern  District  of 
Illinois  in  the  case  of  American  Medical 
Association,  et  al.  v.  Weinberger,  affirmed 
by  the  United  States  Court  of  Appeals 
for  the  Seventh  Circuit  on  July  22,  1975, 
the  effective  date  of  portions  of  those 
regulations,  dealing  with  review  of  ad¬ 
missions  (45  CFR  250.19(a)  (1)  (viii) ) , 
was  delayed  until  further  notice  (40  FR 
33033,  33036) .  Thereafter,  on  September 
10,  1975,  the  Department  announced  Its 
Intention  of  revising  the  regulations  and 
of  issuing  a  new  notice  of  proposed  rule- 
making  (40  FR  42006) .  At  the  same  time, 
the  Department  announced  that  when  a 
Anal  rule  was  published  upon  the  basis 
of  the  new  notice  of  proposed  rulemak¬ 
ing,  the  present  language  of  45  CFR 
250.19(a)  (1)  (viii)  would  be  withdrawn 
and  replaced  by  the  new  rule. 

The  proposed  regulation  set  forth  be¬ 
low  is  published  in  accordance  with  the 
Depatrment’s  announcement  of  Septem¬ 
ber  10, 1975. 

I.  General  Purposes 

Section  1902(a)  (30)  of  the  Social  Se¬ 
curity  Act,  42  U.S.C.  1396a(a)  (30),  re¬ 
quires  each  State  Medicaid  plan  to  pro¬ 
vide  methods  and  procedures  relating  to 
the  utilization  of  care  and  services,  in¬ 
cluding  but  not  limited  to  utilization  re¬ 
view  plans.  Section  1903(g)(1)  of  the 
Act,  42  U.S.C.  1396b  (g)  (1)  requires  a  re¬ 
duction  of  Federal  financial  participa¬ 
tion  in  long  term  care  expenditures  un¬ 
der  Medicaid  unless  a  state  makes  a 
showing  satisfactory  to  the  Secretary 
that  it  has  an  effective  program  of 
control  over  utilization  of  institutional 
services.  A  required  component  of  such  a 
satisfactory  showing  is  a  continuous  pro¬ 
gram  of  utilization  review.  This  program 
must  include  a  review  of  the  necessity  of 


admission  and  continued  stay  of  each 
Medicaid  patient  by  financially  and  pro¬ 
fessionally  disinterested  personnel.  The 
legislative  history  of  these  two  statutory 
provisions  reveals  several  Congressional 
concerns  and  purposes  which  are  also 
the  purposes  of  these  proposed  regula¬ 
tions  : 

(1)  That  Federal  financial  participa¬ 
tion  (FFP)  under  the  Medicaid  program 
is  used  for  services  intended  to  be  cov¬ 
ered  by  the  program ; 

(2)  That  the  provision  of  umieeded 
medical  services  is  discouraged  by  the 
Federal  program : 

(3)  That  individual  beneficiaries  un¬ 
der  the  Medicaid  program  receive 
prompt,  high  quality  hospital  care  for 
their  medical  needs. 

Unnecessary  hospitalization  not  only 
involves  a  waste  of  our  available  hospital 
resources  and  an  undesirable  drain  on 
our  Federal  Medicaid  funds,  but  it  con¬ 
stitutes  a  significant  health  hazard  for 
those  who  are  administered  unneeded 
services.  Recent  evidence  has  confirmed 
that  there  is  such  unnecessary  hospital¬ 
ization  of  Medicare  and  Medicaid  pa¬ 
tients.  (See  Hearings  Before  the  Subcom¬ 
mittee  on  Oversight  and  Investigations 
of  the  Committee  on  Interstate  and  For¬ 
eign  Commerce,  House  of  Representa¬ 
tives,  94th  Congress,  1st  Session,  on  Qual¬ 
ity  and  Care  and  Utilization  of  Services 
in  the  Surgical  Area,  Implementation  of 
the  Federally  Mandated  Utilization  Re¬ 
view  Program  and  the  Effectiveness  of 
These  Programs  in  Achieving  Cost  Con¬ 
trol,  94-37,  July  15, 17,  and  18, 1975,  Sep¬ 
tember  3,  1975.)  Accordingly,  these  pro¬ 
posed  regulations  are  intended  to  estab¬ 
lish  a  system  for  review  of  the  medical 
necessity  of  hospital  admissions  and  con¬ 
tinued  hospital  stays  while  the  serevices 
are  actually  being  provided.  This  “con¬ 
current”  review  avoids  the  problems  at¬ 
tendant  upon  later,  retrospective  rei  lew 
after  the  patient  has  already  undergone 
the  medical  procedures  and  the  expenses 
for  those  procedures  have  been  fully  in¬ 
curred. 

The  basis  for  these  proposed  regula¬ 
tions  is  the  Department’s  belief  that  they 
will  effectuate  all  of  the  above-stated 
purposes  in  the  most  efficient  and  effec¬ 
tive  manner. 

II.  The  Present  Regulations 

The  present  Medicare  and  Medicaid 
regulations  are  based  upon  notices  of 
proposed  rulemaking  published  on  Jan¬ 
uary  9,  1974  (39  FR  1447  and  1500) .  The 
rules  proposed  by  those  notices  would 
have  required  pre-admission  certification 
of  hospital  admissions  by  a  utilization 
review  committee.  They  would  also  have 
required  that  the  utilization  review  func¬ 
tion  be  “performed  by  a  staff  committee 
of  the  hospital  composed  of  two  or  more 
physicians  with  participation  of  other 
professional  personnel”  or  by  certain 
other  described  groups  similarly  com¬ 
posed. 

The  reasons  for  requiring  pre-admis¬ 
sion  certification  were  two-fold.  First,  a 
determination  of  necessity  prior  to  ad¬ 
mission  would  be  the  surest  means  of  dis¬ 
couraging  unnecessary  utilization.  Sec¬ 


ond,  it  would  best  protect  the  interest  of 
the  patient  by  permitting  him  to  obtain 
an  objective  medical  view  of  the  necessity 
of  a  medical  procedure  before  it  was  ac¬ 
tually  undergone  and  before  any  ex¬ 
penses  were  incurred.  The  Department 
felt  that  these  advantages  could  be  ob¬ 
tained  without  imposing  an  undue  ad¬ 
ministrative  burden  upon  the  hospital 
and  without  impeding  free  access  to 
medical  services.  The  hospital,  the  ad¬ 
mitting  physician,  and  the  patient  could, 
of  course,  proceed  with  the  admission 
without  regard  to  an  adverse  determina¬ 
tion.  The  determination  might,  however, 
affect  Medicaid  payment  for  these  serv¬ 
ices. 

The  provision  in  the  originally  pro¬ 
posed  regulations  for  “participation  of 
other  professional  personnel”  in  the  re¬ 
view  function  of  the  committee  was  in¬ 
cluded  because  such  participation  was 
mandated  for  Medicaid  purposes  under 
Title  XIX  of  the  Social  Security  Act. 

After  receiving  voluminous  public  com¬ 
ments  on  the  proposed  regulations  just 
described,  the  Department  on  Novem¬ 
ber  29,  1974,  published  final  regulations 
for  both  Medicare  and  Medicaid  <39  FR 
41604  and  41610).  The  most  significant 
change  in  the  final  regulations,  from 
what  had  been  proposed  in  the  notice, 
was  the  deletion  of  the  requirement  of 
pre-admission  certification  and  the  sub¬ 
stitution  of  a  requirement  for  admission 
review  concurrent  with  admissions  to  the 
hospital.  The  requirement  of  participa¬ 
tion  by  nonphysician  professional  per¬ 
sonnel  was  retained. 

III.  Objections  by  the  American  Medical 
Association 

On  February  20,  1975,  the  American 
Medical  Association,  along  with  several 
other  plaintiffs,  filed  suit  in  the  United 
States  District  Court  in  Chicago  chal¬ 
lenging  the  validity  of  the  utilization  re¬ 
view  regulations  which  had  become  ef¬ 
fective  on  February  1,  1975.  More  par¬ 
ticularly,  the  plaintiffs  challenged  the  re¬ 
quirements  that  utilization  review  be 
performed  within  one  working  day  of 
admission  and  (for  Medicare)  that  non¬ 
physician  professionals  participate  in  the 
utilization  review.  Thi  United  States 
District  Court,  pending  the  trial  on  the 
merits  of  the  plaintiffs’  complaint,  issued 
a  preliminary  injunction  enjoining  the 
Secretary  from  implementing  20  CFR 
405.1035  (e)  and  (f)  and  45  CFR  250.19 
(a)  (1)  (viii),  which  contained  the  “non¬ 
physician  participation”  provision  for 
Medicare  and  the  “one  working  day”  re¬ 
quirement  for  both  Medicare  and  Medi¬ 
caid. 

At  the  suggestion  of  the  District  Court 
and  before  the  trial  of  their  lawsuit  on 
the  merits,  the  American  Medical  Asso¬ 
ciation  submitted  to  the  Secretary  its 
suggestions  for  modification  of  the  reg¬ 
ulation.  These  suggestions  were  there¬ 
after  the  subject  of  discussion  between 
representatives  of  the  American  Medical 
Association  and  the  Department.  Upon 
the  understanding  that  the  Department 
would  review  and  revise  its  regulations, 
the  lawsuit  was  dismissed  by  stipulation 
of  the  parties  on  September  5,  1975. 
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The  Initial  suggestions  of  the  Ameri¬ 
can  Medical  Association,  as  referred  to 
above,  are  contained  In  the  Statement  of 
the  American  Medical  Association  Re¬ 
garding  Utilization  Review  Regulations 
of  the  Department  of  Health,  Education, 
and  Welfare,  dated  August  29  1975.  A 
copy  of  this  Statement  will  be  included 
in  the  record  of  public  comments  on  this 
notice  of  proposed  rulemaking  and  will 
be  available  for  public  Inspection  in  like 
manner  as  the  comments. 

The  proposals  of  the  American  Medical 
Association  for  revising  the  regulations 
embodied,  as  set  forth  in  their  Statement, 
the  following  principles : 

1.  Review  of  admissions  on  an  across- 
the-board  basis  shall  be  limited  to  those 
physicians  with  a  demonstrable  history 
of  overutilization  and  those  medical  con¬ 
ditions  and  procedures  which  the  local 
utilization  review  committee  determines 
are  frequently  overutilized. 

2.  Review  of  admissions  generally 
shall  be  on  a  sample  basis  and  shall 
take  place  within  a  reasonable  time. 

3.  All  medical  decisions  of  the  utiliza¬ 
tion  review  committee  shall  be  made  by 
duly  licensed  physicians. 

4.  Special  provision,  in  addition  to  the 
general  waiver  provisions,  shall  be  made 
for  the  problems  of  small  and  rural  hos¬ 
pitals. 

5.  In  doubtful  cases,  great  weight  shall 
be  given  to  the  judgment  of  the  attend¬ 
ing  physician.  The  final  determination 
of  the  utilization  review  committee  shall 
be  made  in  light  of  the  particular  cir¬ 
cumstances  of  the  individual  patient  in¬ 
volved. 

Since  receiving  the  American  Medical 
Association  proposals,  the  Department 
has  been  engaged  in  revising  the  regula¬ 
tions,  not  only  to  meet,  to  the  extent  pos¬ 
sible,  the  concerns  of  the  Association, 
but  also  to  clarify,  simplify  and  improve 
the  provisions  of  the  regulations  apart 
from  the  suggestions  of  the  Association. 
Representatives  of  the  Department  met 
with  attorneys  for  the  American  Medi¬ 
cal  Association  on  November  20,  1975,  in 
furtherance  of  this  effort.  As  revised,  the 
Secretary  believes  that  the  proposed  reg¬ 
ulations  largely  meet  the  legitimate  con¬ 
cerns  of  the  Association. 

IV.  The  Present  Proposal 

The  proposed  regulations  here  pub¬ 
lished  have  been  drafted  on  the  follow¬ 
ing  premises: 

1.  Congress  has  required  utilization  re¬ 
view  of  hospital  admissions  under  both 
Medicare  and  Medicaid.  Given  this  Con¬ 
gressional  mandate,  which  dates  from 
January  2,  1968  with  respect  to  Medicaid, 
the  Secretary  cannot  give  effect  to  any 
suggestions  that  it  is  inappropriate  for 
others  to  review,  for  any  purposes,  the 
medical  judgment  of  the  admitting  phy¬ 
sician.  In  any  event,  the  Secretary  has 
responsibility,  even  apart  from  these  ex¬ 
plicit  Congressional  directives,  to  assure 
that  Medicare  and  Medicaid  funds  are 
being  responsibly  spent  for  the  purposes 
contemplated  by  those  two  programs. 

2.  The  medical  profession  must  be  re¬ 
lied  upon,  consistent  with  program  pur¬ 
poses  under  Medicare  and  Medicaid,  to 


design  and  carry  out  the  utilization  re¬ 
view  functions.  This  means  that  physi¬ 
cians  should,  in  large  measure,  deter¬ 
mine  which  categories  of  cases  should 
receive  in-depth  review  as  distinguished 
from  those  for  which  the  prescribed 
treatment  or  medical  procedure  can  be 
presumed  necessary  without  such  in- 
depth  review.  It  also  means  that  a  de¬ 
termination  of  non-necessity  should  be 
made  only  by  physicians,  and  then  only 
after  careful  consultation  with  the  ad¬ 
mitting  physician. 

3.  The  time  period  within  which  review 
must  be  completed  should  be  determined 
by  balancing  the  administrative  conven¬ 
ience  of  the  hospital  against  the  medical, 
financial  and  social  desirability  of  mak¬ 
ing  as  early  a  determination  as  possible. 

4.  The  regulatory  provisions  under 
Medicare  and  Medicaid  should  be,  to  the 
extent  program  differences  permit,  the 
same.  The  Secretary  recognizes  that 
some  utilization  review  requirements 
mandated  for  Medicaid  are  not  man¬ 
dated  by  the  statute  for  Medicare.  He 
feels,  however,  that  neither  hospitals, 
patients  nor  the  medical  profession 
should  be  subject  to  two  different  sets 
of  requirements  under  the  two  admis¬ 
sions,  it  may  even  not  be  apparent  at 
the  time  of  admission  which,  if  any, 
program  will  be  the  source  of  reim¬ 
bursement.  Accordingly  and  since  the 
statutory  requirements  for  utilization 
review  under  the  Medicaid  program  are 
the  more  stringent  of  the  two  sets  of  re¬ 
quirements,  the  Secretary  has  deter¬ 
mined  pursuant  to  the  provisions  of  sec¬ 
tion  1861  (k)  of  the  Social  Security  Act 
that  the  provisions  of  the  proposed  man¬ 
dated  regulation  under  Title  XIX  are 
superior  to  the  present  requirements  for 
utilization  review  under  Title  XVTII  and 
that  the  Medicaid  provisions  should 
therefore  apply  to  both  programs. 

The  principal  features  of  this  proposed 
revision  are  as  follows : 

1.  Preliminary  Screening 

The  plan  for  utilization  review  in  each 
hospital,  and  the  implementation  of 
that  plan,  must  provide  for  a  preliminary 
screening  after  each  admission  to  deter¬ 
mine  which  cases  should  be  referred  to 
the  physician  members  of  the  utilization 
review  committee  for  more  in-depth  re¬ 
view.  There  are  two  steps  in  this  prelim¬ 
inary  screening.  First,  the  committee’s 
representative  determines  in  each  case 
whether  the  diagnosis  or  condition  of  the 
patient  or  procedure  to  be  performed 
falls  within  a  category  of  admissions 
listed  by  the  hospital  staff  as  justifying 
admission  without  further  inquiry.  Ex¬ 
amples  of  such  categories  might  be  coma, 
fractured  femur,  acute  abdominal  pain 
requiring  testing  to  determine  a  diag¬ 
nosis,  and  suspected  acute  appendicitis. 
In  any  event,  the  categories  themselves 
are  determined  by  physiicans  on  the 
medical  staff  of  the  hospital  and  must 
be  reviewed  by  them  on  a  regular  basis 
to  assure  their  validity. 

If  a  particular  admission  does  not  fall 
within  a  category  where  the  diagnosis  or 
condition  or  procedure  alone  justifies  ad¬ 


mission,  then  the  medical  Indications 
of  the  patient  must  be  measured  against 
a  set  of  "criteria”  for  determining  the 
necessity  of  admission  for  the  particular 
type  of  diagnosis  or  condition.  For  in¬ 
stance,  a  criterion  for  admission  of  adult 
patients  suffering  from  pneumonia  might 
be  presence  of  respiratory  distress.  If  so, 
such  criterion  would  establish  the  neces¬ 
sity  of  the  hospital  admission.  Other  cri¬ 
teria  for  tiie  same  diagnosis  might  also 
justify,  either  singly  or  in  combination, 
the  admission.  In  any  event,  two  things 
need  be  understood  in  connection  with 
these  "criteria.”  First,  they  are  estab¬ 
lished  only  by  physicians — physicians 
who  are  on  the  staff  of  the  hospital.  Sec¬ 
ond,  they  are  used  only  for  satisfying  the 
requirement  of  a  review  of  medical  ne¬ 
cessity.  They  are  not  used  to  determined 
that  an  admission  is  unnecessary.  Lack 
of  medical  necessity  can  be  determined, 
as  described  hereinafter,  only  by  physi¬ 
cians  and  only  on  a  case  by  case  basis. 

Thus,  the  Secretary  is  satisfied  that 
the  process  meets  the  statutory  require¬ 
ment  of  section  1903(g)  of  the  Social 
Security  Act  (prior  to  its  amendment  by 
P.L.  94-182  on  December  31,  1975)  that 
each  admission  to  a  hospital  be  sub¬ 
jected  to  utilization  review.  The  Secre¬ 
tary  is  also  satisfied  that  this  process, 
although  not  required  in  all  of  its  spe¬ 
cifics  by  the  recently  amended  version 
of  section  1903(g),  is  not  inconsistent 
with  the  amendment. 

Section  1903(g)(1)(C)  of  the  Social 
Security  Act  was  amended  on  Decem¬ 
ber  31,  1975,  by  section  110(a)  of  P.L. 
94-182  in  several  particulars  bearing  on 
this  regulation.  The  amendments,  while 
not  now  effective,  will  take  effect  on 
April  1,  1976.  While  the  Secretary  has 
yet  to  determine  the  full  effect  of  the 
amendments  on  the  proposed  regulation, 
there  are  at  least  five  significant  changes 
in  the  statutory  language.  First,  the 
amendment  provides  that  “each  admis¬ 
sion”  is  to  be  “reviewed  or  screened  in 
accordance  with  criteria  established  by 
medical  and  other  professional  person¬ 
nel.  (emphasis  added) "  Second,  a  finan¬ 
cial  interest  to  be  disqualifying  under 
the  amendment  must  be  “significant.” 
Third,  the  conduct  of  individual  patient 
admission  reviews  (as  distinguished  from 
‘“screening”)  can  be,  although  it  need 
not  be,  on  a  sample  basis.  Fourth,  the 
literal  language  of  the  amendment  seems 
to  apply  the  conflict  of  interest  restric¬ 
tions  only  to  personnel  who  establish  the 
criteria  for  screening  and  review  and 
not  to  the  personnel  who  actually  con¬ 
duct  the  admission  reviews — although  it 
is  not  clear  that  the  amending  legisla¬ 
tion  intended  this  result.  Fifth,  all  refer¬ 
ences  to  continued  stay  review  under 
Medicaid  have  been  deleted.  Although 
there  is  nothing  in  the  proposed  regula¬ 
tion  that  is  inconsistent  with  any  of  the 
provisions  of  the  amendment,  the  Secre¬ 
tary  is  reviewing  its  provisions  and  its 
Intent,  and  he  invites  comment  on  what 
changes,  if  any,  should  be  made  in  the 
proposed  regulation  in  view  of  the  in¬ 
creased  latitude  afforded  him  by  the 
amendment.  In  this  connection,  the  Sec- 
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retary  points  out  that  he  did  not  adopt 
the  suggestion  of  the  American  Medical 
Association  that  utilization  review  gen¬ 
erally  be  on  a  “sample  basis”  because 
he  was  of  the  view  that  doing  so  would 
be  inconsistent  with  the  present  require¬ 
ment  of  section  1903(g)  that  the  admis¬ 
sion  and  continued  stay  of  each  patient 
be  renewed  and  evaluated. 

2.  Physician  Review 

If  a  particular  admission  is  not  ap¬ 
proved  by  application  of  the  screening 
categories  and  criteria  described  above, 
then  the  admission  is  reviewed  by  a 
physician  member  of  the  review  com¬ 
mittee.  If  the  physician  member  feels 
that  the  admission  is  justified,  the  com¬ 
mittee  need  not  make  further  inquiries 
and  a  continued  stay  review  date  may  be 
assigned.  A  determination  of  non-neces¬ 
sity,  however,  can  be  made  only  after 
the  reviewing  physician  has  notified  and 
consulted  with  the  admitting  physician 
and  has  obtained  the  concurrence  of 
another  physician  member  of  the  review 
committee. 

These  procedures  put  the  utilization 
review  committee  determination  in  the 
hands  of  the  peers  of  the  admitting 
physician.  The  requirement  of  consulta¬ 
tion  with  the  admitting  physician  and 
the  requirement  of  concurrence  by  at 
least  two  physicians  in  the  final  utiliza¬ 
tion  review  committee  determination 
should  guarantee  that  sufficient  weight 
is  given  to  the  judgment  of  the  admitting 
physician  and  that  full  consideration  is 
given  to  the  particular  circumstances  of 
the  individual  patient  involved.  To  do 
more,  in  the  Secretary’s  view,  would  give 
the  admitting  physician  a  virtual  veto 
against  an  adverse  committee  determi¬ 
nation.  To  single  out  this  factor,  above 
all  others,  for  controlling  consideration 
by  the  utilization  review  committee 
might  well  negate  the  purpose  of  the 
review. 

3.  Continued  Stay  Review 

The  proposal  provides  that  at  the  time 
of  admission  review  (whether  conducted 
by  application  of  the  “screening”  cate¬ 
gories  and  criteria  or  by  one  or  more 
physician  members  of  the  committee)  a 
date  will  be  assigned  for  a  future  review 
of  the  necessity  of  continued  stay.  The 
date  for  future  review  will  be  determined 
in  each  case  by  a  “norm”  for  the  par¬ 
ticular  diagnosis  and  condition  of  the 
patient.  These  “norms”  will  be  estab¬ 
lished  by  the  medical  staff  of  the  hos¬ 
pital,  relying  where  possible  on  regional 
norms  for  lengths  of  stay  for  various 
categories  of  admission. 

When  the  assigned  review  date  has 
been  reached  in  any  particular  case,  the 
same  procedures  for  applying  criteria 
and  for  physician  review  that  apply  to 
admissions  will  be  used  for  determining 
the  necessity  of  continued  stay. 

4.  Time  Limits 

The  time  limit  for  reviewing  admis¬ 
sions  (whether  by  screening  or  by  physi¬ 
cian  review)  in  the  proposal  would  be 
three  working  days  after  the  date  of  ad¬ 
mission.  Each  hospital  can  designate  five 


or  more  days  that  will  be  considered 
“working  days”  In  that  hospital  for  uti¬ 
lization  review  purposes,  but  days  so 
designated  will  not  count  if  they  fall  on 
a  holiday.  Although  the  Department  has 
not  adopted  the  suggestion  of  the  Amer¬ 
ican  Medical  Association  that  review 
take  place  “within  a  reasonable  time 
after  the  admission  as  determined  by 
the  local  utilization  review  committee,” 
the  Secretary  believes  that  the  proposed 
revision  strikes  a  proper  balance  between 
the  considerations  of  administrative  con¬ 
venience  and  the  desirability  of  early 
review. 

The  proposal  would  further  provide 
that  with  respect  to  elective  admissions 
the  review  be  completed  prior  to  the  per¬ 
formance  of  elective  surgery  or  other 
elective  procedure  unless  6uch  elective 
surgery  or  procedure  is  on  the  list  of 
diagnoses  or  conditions  or  procedures 
which  justify  admission  without  further 
inquiry.  Whenever  the  surgery  or  pro¬ 
cedure  can  be  delayed  without  risk  to  the 
patient,  and  the  surgery  or  procedure 
is  not  on  the  presumed  list,  there  is  no 
reason  why  utilization  review  should  not 
be  completed  prior  to  the  performance  of 
the  procedure.  In  this  regard  it  should  be 
noted  that  the  Department  believes  that 
pain  itself,  under  appropriate  circum¬ 
stances,  can  make  an  otherwise  elective 
admission  an  emergency  one.  The  actual 
determination  of  which  admissions  are 
elective  is  left  to  the  hospital’s  medical 
staff. 

With  respect  to  utilization  review  of 
continued  stay,  the  proposed  regulation 
would  provide  that  the  review  be  com¬ 
pleted  not  later  than  two  working  days 
following  the  continued  stay  review  date. 

5.  Problems  of  Small  and  Rural 
Hospitals 

Objections  to  the  earlier  regulations, 
as  well  as  one  of  the  proposals  of  the 
American  Medical  Association,  assert 
that  small  and  rural  hospitals  will  have 
difficulty  meeting  the  procedural  require¬ 
ments  because  of  the  unavailability  of  a 
sufficient  number  of  local  physicians  who 
can  meet  the  conflict  of  interest  require¬ 
ments.  This  was  a  principal  objection  to 
preadmission  certification  under  the 
original  proposal  as  well  as  to  the  “one 
working  day”  review  under  the  present 
regulations.  The  Secretary  feels,  how-ever, 
that  the  present  proposal’s  use  of  the 
“screening”  device,  as  well  as  the  exten¬ 
sion  of  the  time  limit  for  review  to  three 
workings  days,  should  adequately  miti¬ 
gate  these  concerns.  In  any  event,  a  re¬ 
cent  amendment  to  the  current  regula¬ 
tion  (40  PR  30818)  provides  for  Medicaid 
variances  in  specific  cases  for  institutions 
that  cannot  mount  a  committee  to  op¬ 
erate  within  the  stated  time  strictures 
and  the  provisions  of  this  amendment 
are  reincorporated  in  the  present  pro¬ 
posal.  These  provisions  have  not  been 
expanded  to  permit  variances  from  the 
requirements  for  performance  of  medical 
care  evaluation  studies,  as  some  have 
suggested. 

6.  Adherence  to  the  Facility  Plan 

Finally,  while  the  clear  implication  of 
the  language  in  the  existing  45  CFR 
S  250.19(a) 


"each  hospital  .  .  .  has  In  effect  a  written 
faculty  utilization  review  plan  .  .  (em- 

hasls  added.) 

is  that  the  plan  must  be  “in  effect”  i.e., 
adhered  to,  the  proposed  regulations 
make  more  explicit  the  hospital’s  obliga¬ 
tion  to  operate  its  utilization  review  pro¬ 
cedures  in  accordance  with  the  written 
utilization  review  plan. 

7.  Utilization  Review  in  Otheb  Health 
Care  Institutions 

It  is  anticipated  that  utilization  review 
regulations  governing  inpatient  mental 
hospital  services,  skilled  nursing  facility 
services,  and  intermediate  care  facility 
services  will  be  redrafted  to  conform  to 
the  format  set  forth  below  for  inpatient 
hospital  services. 

Under  Title  XI,  Part  B,  Professional 
Standards  Review,  the  utilization  review 
requirements  under  Medicare  and  Medic¬ 
aid  are  superseded  in  hospitals  when  a 
conditionally  designated  PSRO,  found 
competent  by  the  Department,  has  as¬ 
sumed  responsibility  for  the  perform¬ 
ance  of  review  activities  in  that  hospital. 
Accordingly,  the  state  survey  agency  role 
in  surveying  hospitals  to  determine  com¬ 
pliance  with  utilization  review  require¬ 
ments  ceases  at  the  point  in  time  when 
a  PSRO  has  assumed  responsibility  for 
review  activities  in  a  particular  hospital. 

Prior  to  the  adoption  of  the  proposed 
regulations,  consideration  will  be  given 
to  any  comments,  suggestions,  or  objec¬ 
tions  thereto  which  are  received  in  writ¬ 
ing  by  the  Acting  Administrator,  Social 
and  Rehabilitation  Service,  Department 
of  Health,  Education,  and  Welfare,  P.O. 
Box  2372,  Washington,  D.C.  20013,  on  or 
before  June  1,  1976.  Comments  will  be 
available  for  public  inspection  in  Room 
5236  of  the  Department’s  offices  at  330 
C  Street,  SW.,  Washington,  D.C.  on  Mon¬ 
day  through  Friday  of  each  week  from 
8:30  am.  to  5  p.m.  (area  code  202/245- 
0950).  (Catalog  of  Federal  Domestic  As¬ 
sistance  Program  No.  13.714,  Medical  As¬ 
sistance  Program.) 

It  is  hereby  certified  that  the  economic 
and  inflationary  impacts  of  these  pro¬ 
posed  regulations  have  been  carefully 
evaluated  in  accordance  with  OMB  Cir¬ 
cular  A-107. 

Dated:  January  14, 1976. 

John  A.  Svahn, 

Acting  Administrator,  Social 
and  Rehabilitation  Service. 

Approved:  March  19, 1976. 

David  Mathews, 

Secretary,  Health,  Education, 
and  Welfare. 

The  Secretary  proposes  to  amend 
§  250.19  to  read  as  follows: 

§  250.19  Utilization  Review. 

(a)  Utilization  Review  of  Inpatient 
Hospital  Services  (includes  services  pro¬ 
vided  by  tuberculosis  and  specialty  hos¬ 
pitals,  but  excludes  services  provided  by 
mental  hospitals) .  Each  hospital  provid¬ 
ing  inpatient  services  under  a  State's 
medical  assistance  plan  shall  have  in  ef¬ 
fect  and  conduct  utilization  review  ac¬ 
tivities  pursuant  to)  a  written  utilization 
review  plan,  approved  by  the  medical 
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staff  and  the  governing  body  of  the  hos¬ 
pital,  providing  for  review  of  the  medical 
necessity  of  each  admission  and  con¬ 
tinued  stay  and  of  professional  services 
furnished  by  the  hospital  to  beneficiaries 
under  the  State’s  plan.  The  plan  shall 
have  as  its  objectives  the  promotion  of 
quality  patient  care  and  the  effective  and 
efficient  utilization  of  the  facilities  and 
services  of  the  hospital.  The  hospital 
shall  have  a  currently  applicable,  written 
description  of  its  utilization  review  plan. 
Such  description  shall  include:  the  or¬ 
ganization  and  composition  of  the  com¬ 
mittee  or  committees  which  will  be  re¬ 
sponsible  for  the  utilization  review  func¬ 
tion;  the  frequency  of  meetings  of  each 
committee;  the  type  of  records  to  be  kept 
by  each  committee  and  arrangements  for 
their  dissemination;  the  methods,  in¬ 
cluding  use  of  criteria  and  norms,  to  be 
used  to  review  admissions  and  continued 
stays;  the  list,  required  under  paragraph 
(a)  (2)  (ii)  of  this  section,  and  the  meth¬ 
ods  to  be  used  in  selecting  such  list  of 
diagnoses,  conditions,  or  procedures  for 
which  the  necessity  of  hospitalization 
can  be  reasonably  presumed  without  in- 
depth  review  of  each  case;  the  methods 
to  be  used  to  review  and  revise  as  ap¬ 
propriate,  the  criteria,  norms  and  list 
specified  herein  and  under  subparagraph 
(a)  (2)  (ii)  of  this  section  in  order  to  as¬ 
sure  that  they  continue  to  be  of  maxi¬ 
mum  effectiveness  in  meeting  the  objec¬ 
tives  of  utilization  review  (such  methods 
must  include  the  methods  by  which  the 
medical  staff  will  collect  data  pertain¬ 
ing  to  the  utilization  of  hospital  services 
and  the  methods  by  which  the  staff  will 
use  such  data  to  support  any  revisions  of 
criteria,  norms,  and  the  list  specified 
above) ;  the  methods  to  be  used  in  con¬ 
ducting  medical  care  evaluation  studies 
and  the  schedule  for  completing  such 
studies;  the  responsibilities  of  the  hospi¬ 
tal  administration  in  connection  with 
utilization  review.  The  plan  shall  pro¬ 
vide  that. 

(1)  Operation  of  the  Plan,  (i)  Re- 
sponibilities  of  the  Medical  staff.  The  op¬ 
eration  of  the  utilization  review  plan  is 
a  responsibility  of  the  medical  staff.  The 
medical  staff  must  designate  a  utiliza¬ 
tion  review  committee  composed  as  fol¬ 
lows: 

(A)  Each  committee  shall  be  either  a 
committee  whose  members  are  drawn 
from  the  staff  of  the  hospital,  or  alter¬ 
natively.  a  committee  established  by  the 
local  medical  or  osteopathic  society  and 
some  or  all  of  the  hospitals  or  skilled 
nursing  facilities  in  the  locality.  If  it  is 
impracticable  for  the  facility  to  estab¬ 
lish  a  staff  committee,  and  there  is  no 
committee  meeting  the  description  of 
the  alternative  committee  described 
above,  the  function  shall  be  performed  by 
a  committee  organized  in  a  manner  ap¬ 
proved  by  the  Secretary.  (B)  Each  com¬ 
mittee  shall  be  composed  of  at  least  two 
physicians  and  may  include  non-physi¬ 
cian  health  professionals. 

( ii  >  Participation  of  Non-Physicians — 
Whether  or  not  there  are  non-physician 
health  personnel  on  the  committee,  such 
personnel  must  participate  in  review 
activities  of  the  committee  by  advising  it 


concerning  individual  admissions  or  con¬ 
tinued  stays  for  which  nonphysician  ex¬ 
perience  and  knowledge  is  of  assistance 
to  the  committee.  In  addition,  non-phy¬ 
sicians  may  be  assigned  to  participate  in 
the  duties  of  the  committee  by  (A)  ascer¬ 
taining  whether  individual  admissions  or 
continued  stays  meet  the  criteria  estab¬ 
lished  pursuant  to  (a)  (2)  (i)  of  this  sec¬ 
tion,  (B)  ascertaining  whether  partic¬ 
ular  admissions  are  included  in  the  list 
of  diagnoses .  and  conditions  and  proce¬ 
dures  identified  pursuant  to  (a)  (2)  (ii)  of 
this  section,  or  (C)  assigning  continued 
stay  review  dates  in  accordance  with 
norms  established  pursuant  to  (2)  (iii) 
below: 

(iii)  Disqualifications.  No  persons  par¬ 
ticipating  in  a  review  of  any  admission 
or  continued  stay  shall  be  directly  re¬ 
sponsible  for  the  care  of  the  patient  who 
is  the  subject  of  the  review,  nor  shall 
any  such  person  have  any  financial  in¬ 
terest  in  any  hospital.  A  physician  who 
has  issued  treatment  orders  in  the  case 
under  review  or  a  non-physician  profes¬ 
sional  involved  in  the  formulation  and 
execution  of  the  patient’s  treatment  plan 
shall  be  considered  directly  responsible 
for  the  care  of  that  patient.  “Financial 
interest”  means  (A)  sole  ownership;  (B) 
a  partnership  interest:  (C)  any  direct 
stock  ownership;  (D)  any  debt  interest 
which  is  convertible  to  stock  or  which 
is  secured  by  stock  of  the  debtor;  or  (E) 
any  indirect  ownership  comprising  a  con¬ 
trolling  stock  interest  in  intermediate 
corporations  which  themselves  hold  any 
ownership  interest  in  any  hospital. 

(2)  Criteria  and  Norms,  (i)  Written 
criteria  shall  be  established  by  the  med¬ 
ical  staff  for  review  of  the  medical  ne¬ 
cessity  of  each  hospital  admission  and 
continued  stay  and  to  assist  in  reviewing 
the  quality  of  care  and  the  nature  of 
the  utilization  of  health  care  facilities 
and  services  through  medical  care  eval¬ 
uation  studies. 

<ii)  The  medical  staff  shall  develop  a 
list  of  diagnoses  or  conditions  or  pro¬ 
cedures  for  which  the  diagnosis  or  con¬ 
dition  or  procedure  alone  justifies  the 
medical  need  for  admission  to  a  hospital. 
The  medical  staff  shall  adequately  docu¬ 
ment  the  appropriateness  of  each  diag¬ 
nosis,  condition,  or  procedure  appearing 
on  the  list.  Such  list  shall  include  elective 
surgical  or  other  elective  procedures  only 
when  such  procedures  have  been  dem¬ 
onstrated  to  invariably  indicate  the  ex¬ 
istence  of  a  diagnosis  of  condition  re¬ 
quiring  hospitalization.  In  no  case  shall 
any  diagnosis,  condition,  or  procedure 
which  the  committee  has  reason  to  be¬ 
lieve  is  associated  with  unnecessary  hos¬ 
pitalization  be  included  in  such  list. 

(iii)  The  medical  staff  shall  select 
norms  to  assist  in  assigning  continued 
stay  review  dates  for  each  individual 
patient.  Such  norms  shall  be  selected 
from  available  regional  norms,  such  as 
those  developed  by  abstracting  services 
or  third  party  payors,  and  must  be  based 
on  current  and  statistically  valid  data 
on  durations  of  hospital  stays  for  pa¬ 
tients  categorized  by  similar  character¬ 
istics  (e.g.,  age.  diagnosis,  etc.) .  The  med¬ 
ical  staff  shall  also  establish  procedures 


for  assigning  continued  stay  review  dates 
when  the  use  of  norms  is  not  applicable 
to  a  patient’s  condition. 

(iv)  The  medical  staff  shall,  at  least 
annually,  review  and  revise,  as  appro¬ 
priate,  the  criteria,  norms,  and  list  spec¬ 
ified  under  subparagraph  (2)  (ii)  above 
in  order  to  assure  that  they  continue  to 
be  of  maximum  effectiveness  in  meeting 
the  objectives  of  utilization  review.  Such 
review  shall  be  based  on  information 
obtained  from  the  reviews  required  under 

(3)  and  (4)  below,  the  results  of  medical 
care  evaluation  studies  conducted  pur¬ 
suant  to  (5)  below,  and  a  comparison 
of  the  hospital’s  utilization  data  with 
similar  data  from  other  hospitals.  The 
medical  staff  shall  eliminate  from  the 
list  required  under  subparagraph  (2)  (ii) 
any  diagnosis,  condition,  or  procedure 
which  the  utilization  data  or  the  con¬ 
sensus  of  the  medical  staff  indicates  is 
not  properly  listed.  If  the  medical  staff 
determines  that  a  diagnosis,  condition,  or 
procedure  shall  be  added  to  such  list, 
it  shall  adequately  document  the  ap¬ 
propriateness  thereof. 

(3)  Admission  Review.  The  medical  ne¬ 
cessity  of  each  hospital  admission  shall 
be  reviewed  as  follows : 

(i)  Initial  Screening.  Upon  admission 
of  a  patient,  a  member  of  the  committee 
or  its  representative  shall  determine 
whether  the  diagnosis  or  condition  of  the 
patient  or  procedure  to  be  performed  is 
included  on  the  list  of  diagnoses  and  con¬ 
ditions  and  procedures  identified  pursu¬ 
ant  to  (2)  (ii)  above  as  justifying  admis¬ 
sion.  If  it  is  included  on  such  list,  the 
admission  shall  be  presumed  to  be  medi¬ 
cally  necessary.  If  the  admission  is  not 
included  on  the  list,  the  member  or  rep¬ 
resentative  shall  apply  the  criteria  es¬ 
tablished  pursuant  to  (2)  (i)  above  to 
ascertain  whether  the  admission  is  med¬ 
ically  necessary.  Where,  with  respect  to 
a  particular  physician,  there  is  a  demon¬ 
strated  history  of  questionable  patterns 
of  care,  any  case  in  which  he  1s  the  ad¬ 
mitting  physician  shall  be  subject  to  the 
procedures  of  subparagraph  (ii)  below, 
without  initial  screening  as  described  in 
this  subparagraph. 

(ii)  Physician  Review.  If  the  screen¬ 
ing  pursuant  to  paragraph  (3)  (i)  has 
not  established  the  medical  necessity  for 
admission,  a  physician  member  of  the 
committee  shall  review  the  patient’s  med¬ 
ical  record,  together  with  the  attending 
physician’s  plan  of  care,  and  any  other 
available  information  which  may  bear 
upon  the  medical  need  for  admission,  and 
shall  make  a  finding  of  whether  the  ad¬ 
mission  is  medically  necessary. 

(iii)  Consultation  with  Attending 
Physician.  If  the  physician  member  of 
the  committee  is  not  satisfied  from  his 
review  that  the  admission  is  medically 
necessary,  he  shall  so  advise  the  attend¬ 
ing  physician  and  request  the  attending 
physician  to  explain  the  nature  of  the 
patient’s  need  for  hospital  services,  in¬ 
cluding  all  factors  bearing  on  his  medical 
condition  and  its  appropriate  treatment, 
including  such  factors  which  preclude 
treatment  of  the  patient  as  an  outpa¬ 
tient  or  in  an  institution  providing  a 
lesser  level  of  care.  If  the  physician 
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member  is  satisfied  after  consulting  with 
the  attending  physician  that  the  admis¬ 
sion  is  medically  necessary,  his  finding 
shall  constitute  the  finding  of  the  com¬ 
mittee. 

(iv)  Review  by  Second  Physician.  If 
the  physician  member,  after  consulting 
with  the  attending  physician,  is  not  satis¬ 
fied  that  the  admission  is  necessary,  a 
second  physician  member  of  the  commit¬ 
tee  shall  review  the  medical  necessity  of 
the  admission.  If  the  second  physician 
member  is  satisfied  that  the  admission 
is  medically  necessary,  his  fiinding  shall 
constitute  the  finding  of  the  committee. 

(v)  Finding  That  Admission  is  Un¬ 
necessary.  If  the  two  physicians  members 
are  agreed  that  the  admission  is  not 
medically  necessary,  this  finding  shall 
constitute  the  finding  of  the  committee 
and  written  notice  of  such  finding  shall 
be  promptly  given  to  the  state  agency, 
the  facility,  the  attending  physician,  the 
patient,  and  any  next  of  kin  or  sponsor 
who  should  be  advised. 

(vi)  Time-Frames  for  Completion  of 
Admission  Reviews.  The  steps  for  the  re¬ 
view  of  each  admission  required  by  (a) 

(3)  (i)  through  (a)  (3)  (v)  of  this  sec¬ 
tion  shall  be  so  scheduled  that  a  finding 
with  respect  to  the  necessity  of  an  ad¬ 
mission  may  be  made,  and  all  such  find¬ 
ings  shall  be  made,  not  later  than  the 
third  working  day  following  the  date  of 
admission.  Admission  review  of  cases  in¬ 
volving  elective  surgery  or  other  elective 
procedures  shall,  unless  such  surgery  or 
procedure  has  been  listed  in  accordance 
with  (a)  (2)  (ii)  of  this  section,  not  be 
later  than  the  performance  of  the  sur¬ 
gery  or  procedure  or  the  third  w’oi’king 
day  after  admission,  whichever  is  earlier. 

(vii)  Assignment  of  Continued  Stay 
Review  Dates.  Each  medically  necessary 
admission  shall  be  assigned  an  initial 
continued  stay  review  date  by  a  member 
of  the  committee  or  its  representative. 
An  initial  continued  stay  review  date 
may  not  exceed  the  median  (50  percent¬ 
ile)  of  the  regional  length  of  stay  data 
for  patients  whose  characteristics  (e.g., 
age,  diagnosis,  etc.)  are  similar  to  those 
of  the  patient  being  reviewed,  except 
where  another  review’  date  selected  ac¬ 
cording  to  procedures  established  pursu¬ 
ant  to  (a)  (2)  (iii)  of  this  section  is  more 
appropriate  to  the  condition  of  the  pa¬ 
tient  as  determined  by  a  physician  mem¬ 
ber  of  the  committee  and  noted  in  the 
committee  record.  In  no  case  shall  the 
initial  continued  stay  review  date  exceed 
30  days  after  the  date  of  admission. 

(4)  Continued  Stay  Review.  The  Com¬ 
mittee  shall  review’  continued  hospital 
stays  as  follows : 

(i)  Initial  Screening.  On  or  before  the 
continued  stay  review  date,  a  member  of 
the  committee  or  its  representative  shall 
review  each  case  using  written  screening 
criteria  established  pursuant  to  (a)  (2)  (i) 
of  this  section,  and  make  findings  with 
respect  to  the  medical  necessity  of  fur¬ 
ther  hospital  stay. 

(ii)  Physician  Review.  If  screening 
pursuant  to  (a)  (4)  (i)  of  this  section  has 
not  established  the  medical  necessity  of 
continued  stay,  a  physician  member  of 


the  committee  shall  review  the  patient’s 
medical  record,  together  with  any  other 
information  which  may  bear  upon  the 
need  for  continued  stay,  and  shall  make 
a  finding  of  whether  continued  stay  is 
medically  necessary. 

(iii)  Consultation  With  Attending 
Physician.  If  the  physician  member  of 
the  committee  is  not  satisfied  from  his 
review  that  continued  stay  is  medically 
necessary,  he  shall  so  advise  the  attend¬ 
ing  physician  and  request  the  attending 
physician  to  explain  the  nature  of  the 
patient’s  need  for  hospital  services,  in¬ 
cluding  all  factors  bearing  on  his  medical 
condition  and  its  appropriate  treatment, 
including  such  factors  which  preclude 
treatment  of  the  patient  as  an  outpatient 
or  in  an  institution  providing  a  lesser 
level  of  care.  If  the  physician  member  is 
satisfied  after  consulting  writh  the  at¬ 
tending  physician  that  the  admission  is 
medically  necessary,  his  finding  shall 
constitute  the  finding  of  the  committee. 

(iv)  Review  by  Second  Physician.  If 
the  physician  member,  after  consulting 
with  the  attending  physician,  is  not  satis¬ 
fied  that  continued  stay  is  necessary,  a 
second  physician  member  of  the  commit¬ 
tee  shall  review  the  medical  necessity  of 
the  continued  stay.  If  the  second  physi¬ 
cian  member  is  satisfied  that  continued 
stay  is  medically  necessary,  his  finding 
shall  constitute  the  finding  of  the  com¬ 
mittee. 

(v)  Finding  That  Continued  Stay  Is 
Unnecessary.  If  the  two  physician  mem¬ 
bers  are  agreed  that  the  continued  stay 
is  not  medically  necessary,  this  finding 
shall  constitute  the  finding  of  the  com¬ 
mittee  and  written  notice  of  such  find¬ 
ing  shall  be  promptly  given  to  the  state 
agency,  the  facility,  the  attending  physi¬ 
cian,  the  patient,  and  any  next  of  kin  or 
sponsor  who  should  be  advised. 

(vi)  Time-Frames  For  Completion  of 
Continued  Stay  Review.  The  steps  for 
the  review’  of  each  continued  stay  re¬ 
quired  by  (a)  (4)  (i)  of  this  section 
through  (a)  (4)  (v)  of  this  subsection 
shall  be  so  scheduled  that  a  finding  with 
respect  to  the  necessity  of  a  continued 
stay  may  be  made,  and  all  such  findings 
shall  be  made,  not  later  than  two  work¬ 
ing  days  following  the  expiration  of  the 
continued  stay  review  date. 

(vii)  Assignment  of  Additional  Con¬ 
tinued  Stay  Review  Dates.  When  a  con¬ 
tinued  stay  is  found  to  be  medically 
necessary,  a  new  continued  stay  review 
date  shall  be  assigned  by  the  committee 
or  its  representative  in  accord  with  norms 
and  procedures  established  pursuant  to 
subsection  (a)  (2)  (iii)  of  this  section.  The 
case  shall  then  be  reviewed  as  in  (a)(4) 

(i)  through  (a)  (4)  (v)  of  this  section  for 
so  long  as  medical  necessity  for  the  stay 
exists. 

(5)  Medical  Care  Evaluation  Studies. 
(i)  The  medical  staff  shall  be  responsible 
for  the  performance  of  medical  care 
evaluation  studies  to  promote  the  most 
effective  and  efficient  use  of  available 
health  facilities  and  services  consistent 
with  patient  needs  and  professional  rec¬ 
ognized  standards  of  health  care. 

(il)  The  studies  shall  emphasize  iden¬ 
tification  and  analysis  of  patterns  of  pa¬ 


tient  care,  and  recommend  appropriate 
changes  for  maintaining  consistently 
high  quality  patient  care  and  effective 
and  efficient  use  of  services. 

(iii)  Each  medical  care  evaluation 
study  shall  be  designed  by  the  physician 
members  of  the  committee  and  shall 
utilize  criteria  and  standards  established 
by  those  members.  The  studies  may  re¬ 
late  to  admission,  duration  of  stay,  an¬ 
cillary  services  (including  the  furnishing 
of  drugs  and  biologicals)  and  profes¬ 
sional  services  performed  on  hospital 
premises.  The  studies  may  be  directed  to 
the  process  or  outcome  of  patient  care 
or  to  the  organizational  and  administra¬ 
tive  arrangements  for  providing  such 
care. 

(iv)  The  committee  shall  analyze  the 
findings  of  each  study  and  make  written 
recommendations,  where  appropriate,  for 
corrective  actions  in  the  organization 
and  administration  of  health  care  de¬ 
livery  in  order  to  improve  the  quality 
of  care,  promote  more  effective  and  effi¬ 
cient  utilization  of  facilities  and  serv¬ 
ices,  or  to  make  changes  beneficial  to 
patients,  staff,  the  facility  and  the 
community. 

(v)  At  least  one  study  shall  be  in 
progress  at  any  given  time  and  at  least 
one  study  must  be  completed  each  year. 
These  studies  may  utilize  data  and  infor¬ 
mation  derived  from  the  records  of  the 
institution;  statistics,  profiles  and  com¬ 
parative  data  on  hospital  utilization 
compiled  by  other  organizations;  and 
reports  and  other  information  obtained 
from  fiscal  intermediaries,  providers  of 
services  or  other  agencies. 

(vi)  The  committee  shall  document 
the  results  of  each  medical  care  eval¬ 
uation  study  and  how  such  results  have 
been  used  to  institute  changes  in  the 
methods  of  care  and  to  promote  more 
effective  and  efficient  use  of  facilities  and 
services. 

(6)  Records.  The  committee  shall  keep 
records  and  make  reports  of  the  utili¬ 
zation  review  activities  conducted  pur¬ 
suant  to  this  section  as  follows: 

(i)  Records  shall  be  kept  of  all  meet¬ 
ings  and  activities.  These  records  shall 
include  (A)  a  summary  of  the  cases  re¬ 
viewed  and  documentation  of  the  find¬ 
ings  made  upon  each  admission  and 
continued  stay,  including  the  identifi¬ 
cation  of  the  eligible  Individual  and 
physician  and  the  date  of  admission  or 
the  date  of  application  for  and  authori¬ 
zation  of  benefits  if  later  than  the  date 
of  admission,  (B)  a  summary  of  each 
completed  medical  care  evaluation  study, 
and  any  actions  taken  pursuant  to  the 
study  findings,  and  (C)  a  summary  of 
findings  and  recommendations  with  re¬ 
spect  to  the  review  and  revision,  as  ap¬ 
propriate,  of  criteria,  norms,  and  the  list 
specified  in  (a)  (2)  of  this  section. 

(ii)  Reports  of  committee  activities 
shall  be  made  on  a  regular  basis  to  the 
executive  committee  of  the  medical 
staff,  the  entire  medical  staff,  and  the 
governing  body  of  the  hospital. 

(iii)  Except  as  necessary  in  carrying 
out  the  requirements  of  this  section  or 
to  effectuate  the  purposes  of  any  •  pro¬ 
gram  administered  by  the  Department, 
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the  records  and  reports  of  utilization  re¬ 
view  findings  required  by  this  section 
shall  not  be  disclosed. 

(b)  Inpatient  Mental  Hospital  Serv¬ 
ices. 

(c)  Skilled  Nursing  Facility  Services. 

(d)  Intermediate  Care  Facility  Serv¬ 
ices. 

(e)  Waivers. 

if)  Remote  Facility  Variances.  (1)  As 
used  in  this  section: 

(1)  An  “available”  individual  is  one 
who: 

(A)  Possesses  the  necessary  profes¬ 
sional  qualifications: 

<B>  Is  not  precluded  from  participat¬ 
ing  by  reason  of  financial  interest  in  any 
such  facility  or  direct  responsibility  for 
the  care  of  the  patients  being  reviewed 
or,  in  the  case  of  a  skilled  nursing  facil¬ 
ity,  employment  by  the  facility;  and 

(C)  Is  not  precluded  from  effective 
participation  by  the  distance  between 
the  facility  and  his  residence,  office  or 
other  place  of  work.  An  individual  whose 
residence,  office  or  other  place  of  work 
is  more  than  approximately  one  hour’s 
travel  time  from  the  facility  shall  be 
considered  precluded  from  effective 
participation. 

(ii)  “Adjacent  facility”  means  a  health 
care  facility  located  within  a  50  mile 
radius  of  the  facility  on  whose  behalf 
a  variance  is  requested  by  the  single 
State  agency. 

(2)  The  Secretary  may  grant  a  State 
a  variance  for  a  particular  facility  from 
the  time  frames  within  which  reviews 
of  all  cases  must  be  commenced  and 
completed,  which  are  set  forth  in  para¬ 
graphs  (a),  (b),  and  (c)  of  this  section, 
as  applicable,  upon  a  showing  satisfac¬ 
tory  to  the  Secretary  that  the  facility 
has  been  unable  to  meet  one  or  more  of 
the  requirements  of  paragraphs  (a) ,  (b) , 
or  (c)  of  this  section,  by  reason  of  insuf¬ 
ficient  medical  or  other  professional  per¬ 
sonnel  available  to  conduct  the  utiliza¬ 
tion  review  required  by  §  250.19. 

(3)  The  request  for  a  variance  shall 
document  the  facility’s  inability  to  meet 
the  requirements  for  which  a  variance 
1s  requested  and  the  facility’s  good  faith 
efforts  to  comply  with  the  requirements 
contained  in  this  section. 

(4)  The  request  shall  include  an  as¬ 
surance  that  the  facility  will  continue 
its  good  faith  efforts  to  meet  the  re¬ 
quirements  contained  in  this  section. 

(5)  A  revised  utilization  review  plan 
for  the  facility  shall  be  submitted  con¬ 
currently  with  request  for  a  variance. 
The  revised  plan  shall  specify  the 
methods  and  procedures  the  facility  will 
use,  if  a  variance  is  granted,  to  assure: 

(i)  That  effective  and  timely  control 
will  be  maintained  over  the  utilization 
of  services:  and 

(ii)  That  reviews  will  be  conducted 
so  as  to  improve  the  quality  of  care 
provided  to  patients.  * 

(6)  No  variance  will  be  granted  if  a 
waiver  pursuant  to  paragraph  (e)  of  this 
section  has  been  granted  or  is  currently 
under  consideration,  and  such  waivered 
system  is  in  effect  with  respect  to  the 
facility  on  whose  behalf  a  variance  is 
requested. 


(7)  The  request  for  a  variance  shall 
include : 

(1)  The  name,  location,  and  type 
(e.g.,  hospital,  mental  hospital,  skilled 
nursing  facility)  of  the  facility  for  which 
the  variance  is  requested; 

(ii)  The  total  number  of  patient  ad¬ 
missions  and  average  daily  patient  cen¬ 
sus  at  the  facility  within  the  previous 
six  months; 

(iii)  The  total  number  of  title  XVIII 
and  title  XIX  patient  admissions  and  the 
average  daily  title  XVIII  and  title  XIX 
patient  census  at  the  facility  within  the 
previous  six  months; 

(iv>  As  relevant  to  the  request  the 
names  of  all  physicians  on  the  active 
staff  of  the  facility  and  the  names  of 
all  other  professional  personnel  on  the 
staff  of  the  facility,  or  both; 

(v)  The  name,  location,  and  type  of 
each  adjacent  facility  (e.g.,  hospital, 
mental  hospital,  skilled  nursing  facility, 
or  Intermediate  care  facility) ; 

(vi)  The  distance  and  average  travel 
time  between  the  facility  and  each  adja¬ 
cent  facility; 

(vii)  As  relevant  to  the  request,  the 
location  of  practice  of  available  physi¬ 
cians  and  the  estimated  number  of  other 
available  professional  personnel,  or  both 
(see  paragraph  (f)(1)  (i)  of  this  section 
for  the  definition  of  available) ; 

(viii)  Documentation  by  the  facility 
of  its  attempts  to  obtain  the  services  of 
available  physicians  or  other  profes¬ 
sional  personnel,  or  both;  and 

(ix)  A  statement  of  whether  a  plan¬ 
ning  or  conditional  PSRO  exists  in  the 
area  where  the  facility  is  located. 

(8)  The  single  State  agency  shall, 
upon  receipt  of  notification  from  the  Sec¬ 
retary  of  the  action  taken  on  the  request 
made  pursuant  to  paragraph  (f)  (2)  of 
this  section,  promptly  notify  the  facility 
of  such  action.  When  a  variance  is  in 
effect,  the  validation  of  utilization  review 
pursuant  to  45  CFR  250.20  shall  be  made 
with  reference  to  the  revised  utilization 
review  plan  submitted  with  the  request 
for  variance. 

(9)  The  Secretary,  in  granting  a  vari¬ 
ance,  will  specify  the  period  for  which 
the  variance  has  been  granted;  such  pe¬ 
riod  will  not  exceed  one  year.  A  request 
for  a  renewal  shall  be  submitted  not 
later  than  30  days  prior  to  the  expira¬ 
tion  of  the  variance  and  shall  contain 
all  information  required  by  paragraphs 

(f)  (3),  (4),  and  (7)  of  this  section.  Re¬ 
newal  of  the  variance  will  be  contingent 
upon  the  facility’s  continuing  to  meet 
the  provisions  of  paragraph  (f)  of  this 
section. 

(g)  Definitions.  (1)  “Elective  surgery 
or  other  elective  procedure”  means  sur¬ 
gery  or  other  medical  procedures  that 
can  be  delayed  without  medically  sig¬ 
nificant  risk  to  the  patient,  as  deter¬ 
mined  by  the  hospital’s  medical  staff. 

(2)  “Working  day”  means  any  one  of 
at  least  five  days  of  each  week  desig¬ 
nated  by  the  hospital  for  the  purpose 
of  utilization  review,  provided  that  if  a 
designated  day  falls  on  a  holiday  in  any 
particular  week  that  day  shall  not  be  a 
“working  day”  for  that  week. 
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Social  Security  Administration 
[20  CFR  Part  405] 

FEDERAL  HEALTH  INSURANCE  FOR 
THE  AGED  AND  DISABLED 

Utilization  Review*,  Conditions  of 
Participation 

Notice  is  hereby  given  that  the  regu¬ 
lations  set  forth  in  tentative  form  below 
are  proposed  by  the  Commission  of  So¬ 
cial  Security,  with  the  approval  of  the 
Secretary  of  Health,  Education,  and 
Welfare.  The  proposed  regulations  revise 
the  existing  utilization  review  regula¬ 
tions  for  the  Medicare  program  under 
Title  XVIII  of  the  Social  Security  Act. 
A  similar  proposal  for  Medicaid  appears 
elsewhere  in  this  edition  of  the  Federal 
Register. 

On  November  29,  1974,  regulations  re¬ 
lating  to  utilization  review  procedures 
for  hospitals,  as  conditions  for  partici¬ 
pation  in  the  Medicare  program,  were 
published  in  the  Federal  Register  (39 
FR  41604) .  These  regulations  were  origi¬ 
nally  to  have  been  effective  on  Feb¬ 
ruary  1,  1975.  On  April  1,  1975,  a  notice 
was  published  in  the  Federal  Register 
(40  FR  14591)  retrospectively  changing 
the  effective  date  of  the  regulations  to 
July  1,  1975.  As  a  result  of  a  preliminary 
injunction  issued  on  May  27,  1975,  by 
the  United  States  District  Court  for  the 
Northern  District  of  Illinois  in  the  case 
of  American  Medical  Association,  et  al. 
v.  Weinberger,  affirmed  by  the  United 
States  Court  of  Appeals  for  the  Seventh 
Circuit  on  July  22.  1975,  the  effective 
date  of  portions  of  those  regulations,  as 
well  as  companion  Medicaid  regulations 
dealing  with  review  of  admissions  and 
certain  other  matters  (20  CFR  405.1035 
(e)  and  (f)  and  45  CFR  250.19(a)(1) 
(viii)),  was  delayed  until  further  notice 
(40  FR  33033,  33036).  Thereafter,  on 
September  10,  1975,  the  Department  an¬ 
nounced  its  intention  of  revising  the  reg¬ 
ulations  and  of  Issuing  a  new  notice  of 
proposed  rulemaking  (40  FR  42006).  At 
the  same  time,  the  Department  an¬ 
nounced  that  when  a  final  rule  was  pub¬ 
lished  upon  the  basis  of  the  new  notice 
of  proposed  rulemaking,  the  present  lan¬ 
guage  of  20  CFR  405.1035  (e)  and  (f) 
and  45  CFR  250.19(a)  (1)  (viii)  would 
be  withdrawn  and  replaced  by  the  new 
rule. 

The  proposed  regulation  set  forth  be¬ 
low  is  published  in  accordance  with  the 
Department’s  announcement  of  Septem¬ 
ber  10, 1975. 

I.  General  Purposes 

Section  1861(e)  of  the  Social  Security 
Act  (42  U.S.C.  1395x(e) )  defines  a  “hos¬ 
pital”,  for  purposes  of  participation  in 
the  Federal  Medicare  program,  as  being 
an  institution  which,  among  other  things, 
has  in  effect  a  “utilization  review  plan”. 
Section  1861  (k)  of  the  Act  (42  U.S.C. 
1395x(k) )  describes  in  some  detail  the 
elements  of  an  acceptable  plan  for  such 
utilization  review,  including  require¬ 
ments  concerning  review  of  “admissions 
to  the  institution,  the  duration  of  stays 
therein,  and  the  professional  services 
(including  drugs  and  biologicals)  fur¬ 
nished,  (A)  with  respect  to  the  medical 
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necessary  of  the  services,  and  (B)  for  the  - 
purpose  of  promoting  the  most  efficient 
use  of  available  health  facilities  and 
services.”  In  order  to  better  Implement 
this  statutory  purpose,  within  the  con¬ 
text  of  the  general  purposes  of  the  Medi¬ 
care  program,  these  proposed  regula¬ 
tions  are  designed  to  assure  that: 

(1)  Federal  funds  administered  under 
the  Medicare  program  are  used  for  serv¬ 
ices  intended  to  be  covered  by  the  pro¬ 
gram; 

(2)  The  provision  of  unneeded  medical 
services  is  discouraged  by  the  Federal 
program; 

(3)  Individual  beneficiaries  under  the 
Medicare  program  receive  prompt,  high 
quality  hospital  care  for  their  medical 
needs. 

Unnecessary  hospitalization  not  only 
involves  a  waste  of  our  available  hos¬ 
pital  resources  and  an  undesirable  drain 
on  our  Federal  Medicare  funds,  but  it 
constitutes  a  significant  health  hazard 
for  those  who  are  administered  unneeded 
service.  Recent  evidence  has  confirmed 
that  there  is  such  unnecessary  hospital¬ 
ization  of  Medicare  and  Medicaid  pa¬ 
tients.  (See  Hearings  Before  the  Sub¬ 
committee  on  Oversight  and  Investiga¬ 
tions  of  the  Committee  on  Interstate  and 
Foreign  Commerce,  House  of  Represent¬ 
atives,  94th  Congress,  1st  Session,  on 
Quality  and  Care  and  Utilization  of 
Services  in  the  Surgical  Area,  Implemen¬ 
tation  of  the  Federally  Mandated  Uti¬ 
lization  Review  Program  and  the  Effec¬ 
tiveness  of  These  Programs  in  Achiev¬ 
ing  Cost  Control,  94-37,  July  15,  17,  and 
18,  1975,  September  3,  1975.)  Accord¬ 
ingly,  these  proposed  regulations  are  in¬ 
tended  to  establish  a  system  for  review 
of  the  medical  necessity  of  hospital  ad¬ 
missions  and  continued  hospital  stays 
while  the  services  are  actually  being 
provided.  This  “concurrent”  review 
avoids  the  problems  attendant  upon  lat¬ 
er,  retrospective  review  after  the  patient 
has  already  undergone  the  medical  pro¬ 
cedures  and  the  expenses  for  those  pro¬ 
cedures  have  been  fully  incurred.  The 
basis  for  these  proposed  regulations  is 
the  Department’s  belief  that  they  will 
effectuate  all  of  the  above-stated  pur¬ 
poses  in  the  most  efficient  and  effective 
manner. 

n.  The  Present  Regulation 

The  present  Medicare  and  Medicaid 
regulations  are  based  upon  notices  of 
proposed  rulemaking  published  on  Janu¬ 
ary  9,  1974  (39  FR  1447  and  1500) .  The 
rules  proposed  by  those  notices  would 
have  required  pre-admission  certification 
of  hospital  admissions  by  a  utilization 
review  committee.  They  would  also  have 
required  that  the  utilization  review 
function  be  “performed  by  a  staff  com¬ 
mittee  of  the  hospital  composed  of  two 
or  more  physicians  with  participation  of 
other  professional  personnel”  or  by  cer¬ 
tain  other  described  groups  similarly 
composed. 

The  reasons  for  requiring  pre-admis¬ 
sion  certification  were  principally  two¬ 
fold.  First,  a  determination  of  necessity 
prior  to  admission  would  be  the  surest 
means  of  discouraging  unnecessary  uti¬ 


lization.  Second,  it  would  best  protect  the 
interest  of  the  patient  by  permitting  him 
to  obtain  an  objective  medical  view  of 
the  necessity  of  a  medical  procedure  be¬ 
fore  it  was  actually  undergone  and  before 
any  expenses  were  incurred.  The  Depart¬ 
ment  felt  that  these  advantages  could  be 
obtained  without  imposing  an  undue  ad¬ 
ministrative  burden  upon  the  hospital 
and  without  impeding  free  access  to 
medical  services.  The  hospital,  the  ad¬ 
mitting  physician,  and  the  patient  could, 
of  course,  proceed  with  the  admission 
without  regard  to  an  adverse  determina¬ 
tion.  The  determination  might,  however, 
affect  Medicare  reimbursement  for  these 
services. 

The  provision  in  the  originally  pro¬ 
posed  regulations  for  “participation  of 
other  professional  personnel”  in  the  re¬ 
view  function  of  the  committee  was  in¬ 
cluded  because  such  participation  was 
mandated  for  Medicaid  purposes  under 
Title  XIX  of  the  Social  Security  Act,  and 
the  Department  felt  it  desirable  to  have 
parallel  provisions  under  the  Medicare 
and  Medicaid  regulations.  Furthermore, 
since  care  of  hospital  patients  rarely 
involves  physicians  alone  but  includes 
services  provided  by  many  other  profes¬ 
sionals,  it  is  appropriate  that  other  pro¬ 
fessionals  participate  in  the  review  of 
those  services. 

After  receiving  voluminous  public 
comments  on  the  proposed  regulations 
just  described,  the  Department  on  No¬ 
vember  29,  1974,  published  final  regula¬ 
tions  for  both  Medicare  and  Medicaid 
(39  FR  4164  and  41610).  The  most  sig¬ 
nificant  change  in  the  final  regulations, 
from  what  had  been  proposed  in  the  no¬ 
tice,  was  the  deletion  of  the  requirement 
of  pre-admission  certification  and  the 
substitution  of  a  requirement  for  ad¬ 
mission  review  concurrent  with  admis¬ 
sions  to  the  hospital.  The  requirement  of 
participation  by  non-physician  profes¬ 
sional  personnel  was  retained. 

HI.  Objections  by  the  American 
Medical  Association 

On  February  20,  1975,  the  American 
Medical  Association,  along  with  several 
other  plaintiffs,  filed  suit  in  the  United 
States  District  Court  in  Chicago  chal¬ 
lenging  the  validity  of  the  utilization  re¬ 
view  regulations  which  had  become  ef¬ 
fective  on  February  1,  1975.  More  par¬ 
ticularly,  the  plaintiffs  challenged  the 
requirements  that  utilization  review  be 
performed  within  one  working  day  of 
admission  and  that  non-physician  pro¬ 
fessionals  participate  in  the  utilization 
review.  The  United  States  District  Court, 
pending  the  trial  on  the  merits  of  the 
plaintiffs’  complaint,  issued  a  preliminary 
injunction  enjoining  the  Secretary  from 
implementing  20  CFR  405.1035  (e)  and 
(f),  and  45  CFR  250.19(a)  (1)  (viii), 
which  contained  the  “non-physician  par¬ 
ticipation”  provision  for  Medicare  and 
the  “one  working  day”  requirement  for 
both  Medicare  and  Medicaid. 

At  the  suggestion  of  the  District  Court 
and  before  the  trial  of  their  lawsuit  on 
the  merits,  the  American  Medical  Asso¬ 
ciation  submitted  to  the  Secretary  its 
suggestions  for  modification  of  the  reg¬ 
ulation.  These  suggestions  were  there¬ 


after  the  subject  of  discussion  between 
representatives  of  the  American  Medical 
Association  and  the  Department.  Upon 
the  understanding  that  the  Department 
would  review  and  revise  its  regulations, 
the  lawsuit  was  dismissed  by  stipulation 
of  the  parties  on  September  5,  1975. 

The  initial  suggestions  of  the  Amer¬ 
ican  Medical  Association,  as  referred  to 
above,  are  contained  in  the  Statement 
of  the  American  Medical  Association  Re¬ 
garding  Utilization  Review  Regulations 
Of  The  Department  of  Health,  Education 
and  Welfare,  dated  August  29,  1975.  A 
copy  of  this  Statement  will  be  included 
in  the  record  of  public  comments  on  this 
notice  of  proposed  rulemaking  and  will 
be  available  for  public  inspection  in  like 
manner  as  the  comments. 

The  proposals  of  the  American  Medical 
Association  for  revising  the  regulations 
embodied,  as  set  forth  in  their  State¬ 
ment,  the  following  principles: 

1.  Review  of  admissions  on  an  across- 
the-board  basis  shall  be  limited  to  those 
physicians  with  a  demonstrable  history 
of  overutilization  and  those  medical  con¬ 
ditions  and  procedures  which  the  local 
utilization  review  committee  determines 
are  frequently  overutilized. 

2.  Review  of  admissions  generally  shall 
be  on  a  sample  basis  and  shall  take  place 
within  a  reasonable  time  after  the  ad¬ 
mission  as  determined  by  the  local  uti¬ 
lization  review  committee. 

3.  All  medical  decisions  of  the  utili¬ 
zation  review  committee  shall  be  made 
by  duly  licensed  physicians. 

4.  Special  provision,  in  addition  to  the 
general  waiver  provisions,  shall  be  made 
for  the  problems  of  small  and  rural  hos¬ 
pitals. 

5.  In  doubtful  cases,  great  weight  shall 
be  given  to  the  judgment  of  the  at¬ 
tending  physician.  The  final  determina? 
tion  of  the  utilization  review  committee 
shall  be  made  in  light  of  the  particular 
circumstances  of  the  individual  patient 
involved. 

Since  receiving  the  American  Medical 
Association  proposals,  the  Department 
has  been  engaged  in  revising  the  regu¬ 
lations,  not  only  to  meet,  to  the  extent 
possible,  the  concerns  of  the  Association, 
but  also  to  clarify,  simplify  and  improve 
the  provisions  of  the  regulations  apart 
from  the  suggestions  of  the  Association. 
Representatives  of  the  Department  met 
with  attorneys  for  the  American  Medical 
Association  on  November  20,  1975,  in 
furtherance  of  this  effort.  As  revised,  the 
Secretary  believes  that  the  proposed  reg¬ 
ulations  largely  meet  the  legitimate  con¬ 
cerns  of  the  Association. 

IV.  The  Present  Proposal 

The  proposed  regulations  here  pub¬ 
lished  have  been  drafted  on  the  follow¬ 
ing  premises: 

1.  Congress  has  required  utilization 
review  of  hospital  admissions  under  both 
Medicare  and  Medicaid.  Given  this  Con¬ 
gressional  mandate,  which  dates  from 
July  30,  1965,  with  respect  to  Medicare 
and  January  2,  1968,  with  respect  to 
Medicaid,  the  Secretary  cannot  give  ef¬ 
fect  to  any  suggestions  that  it  is  inap¬ 
propriate  for  others  to  review,  for  any 
purpose,  the  medical  judgment  of  the 
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admitting  physician.  In  any  event,  the 
Secretary  has  a  responsibility,  even 
apart  from  these  explicit  Congressional 
directives,  to  assure  that  Medicare  and 
Medicaid  funds  are  being  responsibly 
spent  for  the  purposes  contemplated  by 
those  two  programs. 

2.  The  medical  profession  must  be  re¬ 
lied  upon,  consistent  with  program  pur¬ 
poses  under  Medicare  and  Medicaid,  to 
design  and  carry  out  the  utilization  re¬ 
view  functions.  This  means  that  physi¬ 
cians  should.  In  large  measure,  deter¬ 
mine  which  categories  or  cases  should 
receive  in-depth  review  as  distinguished 
from  those  for  which  the  prescribed 
treatment  or  medical  procedure  can  be 
presumed  necessary  without  such  care¬ 
ful  review.  It  also  means  that  a  deter¬ 
mination  of  non-necessity  should  be 
made  only  by  physicians,  and  then  only 
after  in -depth  consultation  with  the  ad¬ 
mitting  physician. 

3.  The  time  period  within  which  re¬ 
view  must  be  completed  should  be  de¬ 
termined  by  balancing  the  administra¬ 
tive  convenience  of  the  hospital  against 
the  medical,  financial  and  social  desir¬ 
ability  of  making  as  early  a  determina¬ 
tion  as  possible. 

4.  The  regulatory  provisions  under 
Medicare  and  Medicaid  should  be,  to 
the  extent  program  differences  permit, 
the  same.  The  Secretary  recognizes  that 
some  utilization  review  requirements 
mandated  for  Medicaid  are  not  man¬ 
dated  by  the  statute  for  Medicare.  He 
feds,  however,  that  neither  hospitals, 
patients  nor  the  medical  profession 
should  be  subject  to  two  different  sets 
of  requirements  under  the  two  programs. 
Indeed,  with  respect  to  some  admissions. 
It  may  even  not  be  apparent  at  the 
time  of  admission  which,  If  any,  pro¬ 
gram  will  be  the  source  of  reimburse¬ 
ment.  Accordingly,  since  the  cited  studies 
have  shown  the  effectiveness  of  a  “con¬ 
current”  review  system,  and  since  the 
statutory  requirements  for  utilization  re¬ 
view  under  the  Medicaid  program  are  the 
more  stringent  of  the  two  sets  of  re¬ 
quirements,  the  Secretary  has  deter¬ 
mined  pursuant  to  the  provisions  of  sec¬ 
tion  1861  (k)  of  the  Social  Security  Act 
that  the  provisions  of  the  proposed  man¬ 
dated  regulation  under  Title  XIX,  pub¬ 
lished  elsewhere  in  this  issue  of  the 
Federal  Register,  are  superior  to  the 
present  requirements  for  utilization  re¬ 
view  under  Title  Xvili  and  that  the 
Medicaid  provisions  should  therefore  ap¬ 
ply  to  both  programs. 

The  principal  features  of  this  proposed 
revision  are  as  follows : 

1.  Preliminary  Screening 

The  plan  for  utilization  review  in  each 
hospital,  as  well  as  the  Implementation 
of  that  plan,  must  provide  for  a  pre¬ 
liminary  screening  after  each  admission 
to  determine  which  cases  should  be  re¬ 
ferred  to  the  physician  members  of  the 
utilization  review  committee  for  more 
in-depth  review.  There  are  two  steps  in 
this  preliminary  screening.  First,  the 
committee’s  representative  determines 
In  each  case  whether  the  diagnosis  or 
condition  of  the  patient  or  procedure  to 


be  performed  falls  within  a  category  of 
admissions  listed  by  the  hospital  staff 
as  justifying  admission  without  further 
inquiry.  Examples  of  such  categories 
might  be  coma,  fractured  femur,  acute 
abdominal  pain  requiring  testing  to  de¬ 
termine  a  diagnosis,  and  suspected  acute 
appendicitis.  In  any  event,  the  categories 
themselves  are  determined  by  physicians 
on  the  medical  staff  of  the  hospital  and 
must  be  reviewed  by  them  on  a  regular 
basis  to  assure  their  validity. 

If  a  particular  admission  does  not  fall 
within  a  category  where  the  diagnosis  or 
condition  or  procedure  alone  justifies  ad¬ 
mission,  then  the  medical  indications  of 
the  patient  must  be  measured  against  a 
set  of  “criteria”  for  determining  the  nec¬ 
essity  of  admission  for  the  particular 
type  of  diagnosis  or  conditions.  For  in¬ 
stance,  a  criterion  for  admission  of  adult 
patients  suffering  from  pneumonia  might 
be  presence  of  respiratory  distress.  Other 
criteria  for  the  same  diagnosis  might  also 
justify,  either  singly  or  in  combination, 
the  admission.  In  any  event,  two  things 
need  be  understood  in  connection  with 
these  “criteria.”  First,  they  are  estab¬ 
lished  only  by  physicians — physicians 
who  are  on  the  staff  of  the  hospital.  Sec¬ 
ond,  they  are  used  only  for  satisfying 
the  requirement  of  a  review  of  medical 
necessity.  They  are  not  used  to  determine 
that  an  admission  is  unnecessary.  Lack 
of  medical  necessity  can  be  determined, 
as  described  hereinafter,  only  by  physi¬ 
cians  and  only  on  a  case-by-case  basis. 

The  Secretary  is  satisfied  that,  in  view 
of  the  physician  control  of  the  process  of 
establishing  the  categories  and  criteria, 
the  process  meets  the  statutory  require¬ 
ment  of  section  1903(g)  of  the  Social 
Security  Act  (prior  to  its  amendment  by 
Pub.  L.  94-182  on  December  31,  1975) 
that  each  admission  to  a  hospital  be  sub¬ 
jected  to  utilization  review.  The  Secre¬ 
tary  Is  also  satisfied  that  this  process,  al¬ 
though  not  required  In  all  of  Its  specifics 
by  the  recently  amended  version  of  sec¬ 
tion  1903(g) ,  is  not  Inconsistent  with  the 
amendment. 

Section  1903(g)(1)(C)  of  the  Social 
Security  Act  was  amended  on  Decem¬ 
ber  31,  1975  by  section  110(a)  of  Pub.  L. 
94-182  in  several  particulars  bearing  on 
this  regulation.  The  amendments,  while 
not  now  effective,  will  take  effect  on 
April  1,  1976.  While  the  Secretary  has 
yet  to  determine  the  full  effect  of  the 
amendments  on  the  proposed  regulation, 
there  are  at  least  five  significant  changes 
in  the  statutory  language.  First,  the 
amendment  provides  that  “each  admis¬ 
sion”  Is  to  be  “reviewed  or  screened  in 
accordance  with  criteria  established  by 
medical  and  other  professional  person¬ 
nel.”  [Emphasis  added. I  Second,  a  fi¬ 
nancial  Interest  to  be  disqualifying  under 
the  amendment  must  be  “significant.” 
Third,  the  conduct  of  Individual  patient 
admission  reviews  (as  distinguished  from 
“screening”)  can  be,  although  it  need  not 
be,  on  a  sample  basis.  Fourth,  the  literal 
language  of  the  amendment  seems  to  ap¬ 
ply  the  conflict  of  Interest  restrictions 
only  to  personnel  who  establish  the  cri¬ 
teria  for  screening  and  review  and  not  to 
the  personnel  who  actually  conduct  the 


admission  review’s — although  it  Is  not 
clear  that  the  amending  legislation  in¬ 
tended  this  result.  Fifth,  all  references  to 
continued  stay  review  under  Medicaid 
have  been  deleted.  Although  there  is 
nothing  in  the  proposed  regulation  that 
is  inconsistent  with  any  of  the  provi¬ 
sions  of  the  amendment,  the  Secretary 
is  reviewing  its  provisions  and  its  Intent, 
and  he  invites  comment  on  what  changes, 
if  any,  should  be  made  in  the  proposed 
regulation  in  view  of  the  increased  lati¬ 
tude  afforded  him  by  the  amendment. 
In  this  connection,  the  Secretary  points 
out  that,  consistent  with  his  decision  to 
have  similar  requirements  for  the  Medi¬ 
care  and  Medicaid  programs,  he  did  not 
adopt  for  Medicare  the  suggestion  of  the 
American  Medical  Association  that  utili¬ 
zation  review  generally  be  on  a  “sample 
basis,”  leaving  the  balance  of  admissions 
not  subject  to  review  at  all.  He  felt  that 
such  a  sample  review  for  Medicare  would 
be  inconsistent  with  the  present  Medic¬ 
aid  requirement  of  section  1903(g)  that 
the  admission  and  continued  stay  of 
“each  patient”  be  “reviewed  and  eval¬ 
uated.” 

2.  Physician  Review 

If  a  particular  admission  is  not  ap¬ 
proved  by  application  of  the  screening 
categories  and  criteria  described  above, 
then  the  admission  is  reviewed  by  a 
physician  member  of  the  review  commit¬ 
tee.  If  the  physician  member  feels  that 
the  admission  is  justified,  the  committee 
need  not  make  further  Inquiries  and  a 
continued  stay  review  date  may  be  as¬ 
signed.  A  determination  of  non-neces¬ 
sity,  however,  can  be  made  only  after 
the  reviewing  physician  has  notified  and 
consulted  with  the  admitting  physician 
and  has  obtained  the  concurrence  of  an¬ 
other  physician  member  of  the  review 
committee. 

These  procedures  put  the  utilization 
review  committee  determination  In  the 
hands  of  the  peers  of  the  admitting 
physicians.  The  requirement  of  consulta¬ 
tion  with  the  admitting  physician  »n/i 
the  requirement  of  concurrence  by  at 
least  two  physicians  In  the  final  utiliza¬ 
tion  review  committee  determination 
should  guarantee  that  sufficient  weight 
is  given  to  the  judgment  of  the  admitting 
physician  and  that  full  consideration  is 
given  to  the  particular  circumstances  of 
the  individual  patient  involved.  To  do 
more,  in  the  Secretary’s  view,  would  give 
the  admitting  physician  a  virtual  veto 
against  an  adverse  committee  determi¬ 
nation.  To  single  out  this  factor,  above 
all  others,  for  controlling  consideration 
by  the  utilization  review  committee  may 
well  negate  the  purpose  of  the  review. 

3.  Continued  Stay  Review 

The  proposal  provides  that  at  the  time 
of  admission  review  (whether  conducted 
by  application  of  the  “screening”  cate¬ 
gories  and  criteria  or  by  one  or  more 
physician  members  of  the  committee) 
a  date  will  be  assigned  for  a  future  re¬ 
view  of  the  necessity  of  continued  stay. 
The  date  for  future  review  will  be  de¬ 
termined  in  each  case  by  a  “norm”  for 
the  particular  diagnosis  and  condition 
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of  the  patient.  These  "norms”  will  be 
established  by  the  medical  staff  of  the 
hospital,  relying  where  possible  on  re¬ 
gional  norms  for  lengths  of  stay  for 
various  categories  of  admission. 

When  the  assigned  review  date  has 
been  reached  in  any  particular  case,  the 
same  procedures  for  applying  criteria 
and  for  physician  review  that  apply  to 
admissions  will  be  used  for  determining 
the  necessity  of  continued  stay. 

4.  Time  Limits 

The  time  limit  for  reviewing  admis¬ 
sions  (whether  by  screening  or  by  physi¬ 
cian  review)  in  the  proposal  would  be 
three  working  days  after  the  date  of 
admission.  Each  hospital  can  designate 
five  or  more  days  that  will  be  considered 
“working  days”  in  that  hospital  for  utili¬ 
zation  review  purposes,  but  days  so  desig¬ 
nated  will  not  be  counted  if  they  fall  on 
a  holiday.  Although  the  Department  has 
not  adopted  the  suggestion  of  the  Amer¬ 
ican  Medical  Association  that  review 
take  place  “within  a  reasonable  time 
after  the  admission  as  determined  by 
the  local  utilization  review  committee,” 
the  Secretary  believes  that  the  proposed 
provision  strikes  a  proper  balance  be¬ 
tween  the  considerations  of  administra¬ 
tive  convenience  and  the  desirability  of 
early  review. 

The  proposal  would  further  provide 
that  with  respect  to  elective  admissions 
the  review  be  completed  prior  to  the  per¬ 
formance  of  elective  surgery  or  other 
elective  procedure,  unless  such  elective 
surgery  or  procedure  Is  on  the  list  of 
diagnoses  or  conditions  or  procedures 
which  justify  admission  without  further 
Inquiry.  Whenever  the  surgery  or  pro¬ 
cedure  can  be  delayed  without  risk  to 
the  patient,  and  the  surgery  or  procedure 
Is  not  on  the  presumed  list,  there  is  no 
reason  why  utilization  review  should  not 
be  completed  prior  to  the  performance 
of  the  procedure.  In  this  regard.  It  should 
be  noted  that  the  Department  believes 
that  pain  Itself,  under  appropriate  cir¬ 
cumstances,  can  make  an  otherwise  elec¬ 
tive  admission  an  emergency  one.  The 
actual  determination  of  which  admis¬ 
sions  are  elective  is  left  to  the  hospital’s 
medical  staff. 

With  respect  to  utilization  review  of 
continued  stay,  the  proposed  regulation 
would  provide  that  the  review  be  com¬ 
pleted  not  later  than  two  working  days 
following  the  continued  stay  review  date. 

5.  Problems  or  Small  and  Rural 
Hospitals 

Objections  to  the  earlier  regulations, 
as  wen  as  one  of  the  proposals  of  the 
American  Medical  Association,  assert 
that  small  and  rural  hospitals  will  have 
difficulty  meeting  the  procedural  re¬ 
quirements  because  of  the  unavailability 
of  a  sufficient  number  of  local  physicians 
who  can  meet  the  conflict  of  Interest  re¬ 
quirements.  This  was  a  principal  objec¬ 
tion  to  pre-admission  certification  under 
the  original  proposal  as  well  as  to  the 
“one  working  day”  review  under  the 
present  regulation.  The  Secretary  feels, 
however,  that  the  present  proposal’s  use 
of  the  “screening”  device,  as  well  as  the 


extension  of  the  time  limit  for  review 
to  three  working  days,  should  adequately 
mitigate  these  concerns.  In  any  event,  a 
recent  amendment  to  the  current  regu¬ 
lation  (40  FR  30817)  provides  for  waivers 
in  specific  cases  for  Institutions  that 
cannot  mount  a  committee  to  operate 
within  the  stated  time  strictures,  and  the 
provisions  of  this  amendment  are  rein¬ 
corporated  in  the  present  proposal.  These 
provisions  have  not  been  expanded  to 
permit  variances  from  the  requirements 
for  performance  of  medical  care  evalu¬ 
ation  studies  as  some  have  suggested. 

Under  Title  XI  Part  B,  Professional 
Standards  Review,  the  utilization  review 
requirements  under  Medicare  and  Med¬ 
icaid  are  superseded  in  hospitals  when  a 
conditionally  designated  PSRO,  found 
competent  by  the  Department,  has  as¬ 
sumed  responsibility  for  the  performance 
of  review  activities  in  that  hospital.  Ac¬ 
cordingly,  the  state  survey  agency  role 
In  surveying  hospitals  to  determine  com¬ 
pliance  with  utilization  review  re¬ 
quirements  ceases  at  the  point  in  time 
when  a  PSRO  has  assumed  responsibility 
for  review  activities  in  a  particular 
hospital. 

Prior  to  the  final  adoption  of  the  pro¬ 
posed  amendments  to  the  regulations, 
consideration  will  be  given  to  any  data, 
views,  or  arguments  pertaining  thereto 
which  are  submitted  in  writing  In  trip¬ 
licate  to  the  Commissioner  of  Social  Se¬ 
curity,  Department  of  Health,  Education, 
and  Welfare,  P.O.  Box  1585,  Baltimore, 
Maryland  21203,  on  or  before  June  1, 
1976. 

Copies  of  all  comments  received  in 
response  to  this  notice  will  be  available 
for  public  Inspection  during  regular  busi¬ 
ness  hours  at  the  Washington  Inquiries 
Section,  Office  of  Information,  Social  Se¬ 
curity  Administration,  Department  of 
Health,  Education,  and  Welfare,  North 
Building,  Room  4146,  330  Independence 
Avenue,  SW.,  Washington,  D.C.  20201. 

The  proposed  amendments  are  to  be 
Issued  under  the  authority  contained  In 
sections  1102,  1861(k),  and  1871  of  the 
Social  Security  Act,  as  amended,  49  Stat. 
647,  as  amended,  79  Stat.  314,  as 
amended,  79  Stat  326,  as  amended,  79 
Stat.  331,  79  Stat.  332,  as  amended;  42 
U.S.C.  1302,  1395x(k),  and  1395hh. 

(Catalog  of  Federal  Domestic  Assistance  Pro¬ 
grams  No.  13.800,  Health  Insurance  for  the 
Aged  and  Disabled — Hospital  Insurance.) 

It  Is  hereby  certified  that  the  eco¬ 
nomic  and  Inflationary  Impacts  of  these 
proposed  regulations  have  been  carefully 
evaluated  In  accordance  with  OMB  Cir¬ 
cular  A-107. 

Dated:  December  12,  1975. 

J.  B.  Cardwell, 
Commissioner  of  Social  Security. 

Approved:  March  19,  1976. 

David  Mathews, 

Secretary  of  Health,  Education, 
and  Welfare. 

The  Secretary  proposes  to  amend 
1 405.1035  and  S  405.1913  to  read  as 
follows: 


§  405.1035  Condition  of  Participation—* 
Utilization  Review. 

(a)  Condition.  Each  hospital  shall 
have  in  effect  a  written  utilization  review 
plan,  approved  by  the  medical  staff  and 
the  governing  body  of  the  hospital,  pro¬ 
viding  for  review  of  the  medical  neces¬ 
sity  of  each  admission  and  continued 
stay  and  of  professional  services  fur¬ 
nished  by  the  hospital  to  beneficiaries 
under  the  program.  The  plan  shall  have 
as  its  objectives  the  promotion  of  quality 
patient  care  and  the  effective  and  effi¬ 
cient  utilization  of  the  facilities  and  serv¬ 
ices  of  the  hospital. 

(b)  Standard:  Written  Description  of 
the  Plan.  The  hospital  shall  have  a  cur¬ 
rently  applicable,  written  description  of 
its  utilization  review  plan.  Such  descrip¬ 
tion  shall  include: 

(1)  The  organization  and  composition 
of  the  committee  or  committees  respon¬ 
sible  for  the  utilization  review  func¬ 
tion; 

(2)  Frequency  of  meetings  of  each 
committee; 

(3)  The  type  of  records  to  be  kept  by 
each  committee  and  arrangements  for 
their  dissemination; 

(4)  The  methods,  including  use  of  cri¬ 
teria  and  norms,  to  be  used  to  review  ad¬ 
missions  and  continued  stays; 

(5)  The  list,  required  under  paragraph 
(d)  (2)  of  this  section,  and  the  methods 
to  be  used  In  selecting  such  list  of  diag¬ 
noses,  conditions,  or  procedures  for 
which  the  necessity  of  hospitalization 
can  be  reasonably  presumed  without  ln- 
depth  review  of  each  case. 

(6)  The  methods  to  be  used  to  review 
and  revise,  as  appropriate,  the  criteria, 
norms,  and  list  specified  under  para¬ 
graphs  (b)  (5)  and  (d)  (2)  of  this  section 
In  order  to  assure  that  they  continue  to 
be  of  maximum  effectiveness  in  meeting 
the  objectives  of  utilization  review.  Such 
methods  must  Include  the  methods  by 
which  the  medical  staff  will  collect  data 
pertaining  to  the  utilization  of  hospital 
services  and  the  methods  by  which  the 
staff  will  use  such  data  to  support  any 
revisions  of  criteria,  norms,  and  the  list 
specified  above. 

(7)  Hie  methods  to  be  used  in  con¬ 
ducting  medical  care  evaluation  studies 
and  the  schedule  for  completing  such 
studies; 

(8)  Responsibilities  of  the  hospital 
administration  In  connection  with  utili¬ 
zation  review. 

(c)  Standard:  Operation  of  the  Plan. 
(1)  Responsibilities  of  the  Medical  Staff. 
The  operation  of  the  utilization  review 
plan  Is  a  responsibility  of  the  medical 
staff.  The  medical  staff  must  designate  a 
utilization  review  committee  composed  as 
follows: 

(1)  Each  committee  shall  be  either  (A) 
a  committee  whose  members  are  drawn 
from  the  staff  of  the  hospital,  or  (B)  a 
committee  established  by  the  local  medi¬ 
cal  or  osteopathic  society  and  some  or 
all  of  the  hospitals  or  skilled  nursing  fa¬ 
cilities  In  the  locality.  If  It  Is  Impracti¬ 
cable  for  the  facility  to  establish  a  staff 
committee,  and  there  la  no  committee 
meeting  the  description  of  paragraph 
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(c)(1)  (1)  (B)  of  this  section,  the  func¬ 
tion  shall  be  performed  by  a  committee 
organized  In  a  manner  approved  by  the 
Secretary. 

(11)  Each  committee  shall  be  composed 
of  at  least  two  physicians  and  may 
Include  non-physician  health  profes¬ 
sionals. 

(2)  Participation  of  Non-Physicians. 
Whether  or  not  there  are  non-physician 
health  professionals  on  the  committee, 
such  professionals  must  participate  in 
review  activities  of  the  committee  by  ad¬ 
vising  it  concerning  Individual  admis¬ 
sions  or  continued  stays  for  which  non¬ 
physician  experience  and  knowledge  is 
of  assistance  to  the  committee.  In  addi¬ 
tion,  non-physicians  may  be  assigned  to 
participate  in  the  duties  of  the  commit¬ 
tee  by  (1)  ascertaining  whether  individ¬ 
ual  admissions  or  continued  stays  meet 
the  criteria  established  pursuant  to  (d) 

(1)  of  this  section,  (li)  ascertaining 
whether  particular  admissions  are  in¬ 
cluded  in  the  list  of  diagnoses  and  con¬ 
ditions  and  procedures  identified  pursu¬ 
ant  to  (d)  (2)  of  this  section,  or  (ill) 
assigning  continued  stay  review  dates  in 
accordance  with  norms  established  pur¬ 
suant  to  (d)  (3)  of  this  section. 

(3)  Disqualifications.  No  persons  par¬ 
ticipating  in  a  review  of  any  admission 
or  continued  stay  shall  be  directly  re¬ 
sponsible  for  the  care  of  the  patient  who 
is  the  subject  of  the  review,  nor  shall  any 
such  person  have  any  financial  interest 
in  any  hospital.  A  physician  who  has 
issued  treatment  orders  in  the  case  under 
review  or  a  non-physician  professional 
involved  in  the  formulation  and  execu¬ 
tion  of  the  patient’s  treatment  plan  shall 
be  considered  directly  responsible  for  the 
care  of  that  patient.  “Financial  interest” 
means  (i)  sole  ownership;  (ii)  a  partner¬ 
ship  interest;  (iii)  any  direct  stock  own¬ 
ership;  (iv)  any  debt  Interest  which  is 
convertible  to  stock  or  which  is  secured 
by  stock  of  the  debtor;  or  (v)  any  in¬ 
direct  ownership  comprising  a  control¬ 
ling  stock  interest  in  intermediate  cor¬ 
porations  which  themselves  hold  any 
ownership  interest  in  any  hospital. 

(d)  Standard:  Criteria  and  Norms.  (1) 
Written  criteria  shall  be  established  by 
the  medical  staff  for  review  of  the  medi¬ 
cal  necessity  of  each  hospital  admission 
and  continued  stay  and  to  assist  in  re¬ 
viewing  the  quality  of  care  and  the  na¬ 
ture  of  the  utilization  of  health  care 
facilities  and  services  through  medical 
care  evaluation  studies. 

(2)  The  medical  staff  shall  develop  a 
list  of  diagnoses  or  conditions  or  proce¬ 
dures  for  which  the  diagnoses  or  condi¬ 
tions  or  procedures  alone  justifies  ad¬ 
mission  to  a  hospital.  The  medical  staff 
shall  adequately  document  the  appro¬ 
priateness  of  including  each  diagnosis, 
condition  or  procedure  appearing  on 
the  list.  Such  list  shall  include  elective 
surgical  or  other  elective  procedures  only 
when  such  procedures  have  been  demon¬ 
strated  to  invariably  indicate  the  exist¬ 
ence  of  a  diagnosis  or  condition  requir¬ 
ing  hospitalization.  In  no  case  shall  any 
diagnosis,  condition,  or  procedure  which 
the  committee  has  reason  to  believe  is 
associated  with  unnecessary  hospitaliza¬ 
tion  be  included  on  such  list. 


(3)  The  medical  staff  shall  select 
norms  to  assist  in  assigning  continued 
stay  review  dates  for  each  individual  pa¬ 
tient.  Such  norms  shall  be  selected  from 
available  regional  norms,  such  as  those 
developed  by  abstracting  services  or 
third  party  payors,  and  must  be  based 
on  current  and  statistically  valid  data 
on  durations  of  hospital  stay  for  patients 
categorized  by  similar  characteristics 
(e.g.,  age,  diagnosis,  etc.).  The  medical 
staff  shall  also  establish  procedures  for 
assigning  continued  stay  review  dates 
when  the  use  of  norms  is  not  applicable 
to  a  patient’s  condition. 

(4)  The  medical  staff  shall,  at  least  an¬ 
nually,  review  and  revise,  as  appropri¬ 
ate,  the  criteria,  norms,  and  list  specified 
under  subparagraph  (d)  (2)  of  this  sec¬ 
tion  in  order  to  assure  that  they  con¬ 
tinue  to  be  of  maximum  effectiveness  in 
meeting  the  objectives  of  utilization  re¬ 
view.  Such  review  shall  be  based  on  in¬ 
formation  obtained  from  the  reviews 
required  under  (e)  and  (f)  of  this  sec¬ 
tion,  the  results  of  mescal  care  evalua¬ 
tion  studies  conducted  pursuant  to  (g) 
of  this  section,  and  a  comparison  of  the 
hospital’s  utilization  data  with  similar 
data  from  other  hospitals.  The  medical 
staff  shall  eliminate  from  the  list  speci¬ 
fied  under  paragraph  (d)  (2)  of  this  sec¬ 
tion  any  diagnosis,  condition,  or  proce¬ 
dure  which  the  utilization  data  or  the 
consensus  of  the  medical  staff  indicates 
are  not  properly  listed.  If  the  medical 
staff  determines  that  a  diagnosis,  condi¬ 
tion,  or  procedure  should  be  added  to  the 
list,  it  shall  adequately  document  the  ap¬ 
propriateness  thereof. 

(e)  Standard:  Admission  Review.  The 
medical  necessity  of  each  hospital  ad¬ 
mission  shall  be  reviewed  as  follows: 

(1)  Initial  Screening.  Upon  admission 
of  a  patient,  a  member  of  the  committee 
or  its  representative  shall  determine 
whether  the  diagnosis  or  condition  of  the 
patient  or  procedure  to  be  performed  is 
included  on  the  list  of  diagnoses  and  con¬ 
ditions  and  procedures  identified  pur¬ 
suant  to  (d)  (2)  of  this  section  as  justi¬ 
fying  admission.  If  it  is  included  on  such 
list,  the  admission  shall  be  presumed  to 
be  medically  necessary.  If  the  admission 
is  not  included  on  such  list,  the  member 
or  representative  shall  apply  the  criteria 
established  pursuant  to  (d)(1)  of  this 
section  to  ascertain  whether  the  admis¬ 
sion  is  medically  necessary.  Where,  with 
respect  to  a  particular  physician,  there  is 
a  demonstrated  history  of  questionable 
patterns  of  care,  any  case  in  which  he  is 
the  admitting  physician  shall  be  sub¬ 
ject  to  the  procedures  of  paragraph  (e) 

(2)  of  this  section,  without  initial  screen¬ 
ing  as  described  in  this  subparagraph. 

(2)  Physician  Review,  li  the  screen¬ 
ing  pursuant  to  paragraph  (e)  (1)  of  this 
section  has  not  established  the  medical 
necessity  for  admission,  a  physician 
member  of  the  committee  shall  review 
the  patient’s  medical  record,  together 
with  the  attending  physician’s  plan  of 
care  and  any  other  available  informa¬ 
tion  which  may  bear  upon  the  medical 
need  for  admission,  and  shall  make  a 
finding  of  whether  the  admission  is  medi¬ 
cally  necessary. 


(3)  Consultation  With  Attending  Phy¬ 
sician.  If  the  physician  member  of  the 
committee  is  not  satisfied  from  his  review 
that  the  admission  is  medically  neces¬ 
sary,  he  shall  so  advise  the  attending 
physician  and  request  the  attending 
physician  to  explain  the  nature  of  the 
patient’s  need  for  hospital  services,  in¬ 
cluding  all  factors  bearing  on  his  medi¬ 
cal  condition  and  its  appropriate  treat¬ 
ment,  including  such  factors  which  pre¬ 
clude  treatment  of  the  patient  as  an  out¬ 
patient  or  in  an  institution  providing  a 
lesser  level  of  care.  If  the  physician 
member  is  satisfied  after  consulting  with 
the  attending  physician  that  the  admis¬ 
sion  is  medically  necessary,  his  finding 
shall  constitute  the  finding  of  the 
committee. 

(4)  Review  by  Second  Physician.  If  the 
physician  member,  after  consulting  with 
the  attending  physician,  is  not  satisfied 
that  the  admission  is  necessary,  a  second 
physician  member  shall  review  the  medi¬ 
cal  necessity  of  the  admission.  If  the  sec¬ 
ond  physician  member  is  satisfied  that 
the  admission  is  medically  necessary,  his 
finding  shall  constitute  the  finding  of 
the  committee. 

(5)  Finding  That  Admission  is  Unnec¬ 
essary.  If  the  two  physician  members  are 
agreed  that  the  admission  is  not  medi¬ 
cally  necessary,  this  finding  shall  con¬ 
stitute  the  finding  of  the  committee  and 
written  notice  of  such  finding  shall  be 
promptly  given  to  the  facility,  the  at¬ 
tending  physician,  the  patient,  and  any 
next  of  kin  or  sponsor  who  should  be  ad¬ 
vised.  (See  §§  405.162  and  405.330-332 
concerning  payment  for  services  received 
after  an  adverse  utilization  review  com¬ 
mittee  decision.) 

(6)  Time-Frames  for  Completion  of 
Admission  Review.  The  steps  for  the  re¬ 
view  of  each  admission  required  by  (e) 

(1)  through  (e)(5)  of  this  section  shall 
be  so  scheduled  that  a  finding  with  re¬ 
spect  to  the  necessity  of  an  admission 
may  be  made,  and  all  such  findings  shall 
be  made,  not  later  than  the  third  work¬ 
ing  day  following  the  date  of  admission. 
Admission  review  of  cases  involving  elec¬ 
tive  surgery  or  other  elective  procedure 
shall,  unless  such  surgery  or  procedure 
has  been  listed  in  accordance  with  (d) 

(2)  of  this  section,  not  be  later  than 
performance  of  the  surgery  or  procedure 
or  the  third  working  day  after  admission, 
whichever  is  earlier. 

(7)  Assignment  of  Continued  Stay 
Review  Dates.  Each  medically  necessary 
admission  shall  be  assigned  an  initial 
continued  stay  review  date  by  a  member 
of  the  committee  or  its  representative. 
An  initial  continued  stay  review  date 
may  not  exceed  the  median  (50th  per¬ 
centile)  of  the  regional  length  of  stay 
data  for  patients  whose  characteristics 
(e.g.,  age,  diagnosis,  etc.)  are  similar  to 
those  of  the  patient  being  reviewed,  ex¬ 
cept  where  another  review  date  selected 
according  to  procedures  established  pur¬ 
suant  to  (d)  (3)  above  is  more  appropri¬ 
ate  to  the  condition  of  the  patient  as 
determined  by  a  physician  member  of  the 
committee  and  noted  in  the  committee 
record.  In  no  case  shall  the  initial  con- 
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tinned  stay  review  date  exceed  30  days 
after  the  date  of  admission. 

(f)  Standard:  Continued  Stay  Review. 
The  committee  shall  review  continued 
hospital  stays  as  follows: 

(1)  Initial  Screening.  On  or  before 
the  continued  stay  review  date,  a  mem¬ 
ber  of  the  committee  or  its  representa¬ 
tive  shall  review  each  case  using  written 
screening  criteria  established  pursuant 
to  (d)  (1)  of  this  section,  and  shall  make 
a  finding  with  respect  to  the  medical 
necessity  of  further  hospital  stay. 

(2)  Physician  Review.  If  the  screening 
pursuant  to  paragraph  (f)(1)  of  this 
section  has  not  established  the  medical 
necessity  of  continued  stay,  a  physician 
member  of  the  committee  shall  review 
the  patient’s  medical  record,  together 
with  any  other  information  which  may 
bear  upon  the  need  for  continued  stay, 
and  shall  make  a  finding  of  whether  con¬ 
tinued  stay  is  medically  necessary. 

(3)  Consultation  With  Attending  Phy¬ 
sician.  If  the  physician  member  of  the 
committee  is  not  satisfied  from  his  re¬ 
view  that  continued  stay  is  medically 
necessary,  he  shall  so  advise  the  attend¬ 
ing  physician  and  request  the  attending 
physician  to  explain  the  nature  of  the 
patient’s  need  for  hospital  services,  in¬ 
cluding  all  factors  bearing  on  his  medi¬ 
cal  condition  and  its  appropriate  treat¬ 
ment,  including  such  factors  which  pre¬ 
clude  treatment  of  the  patient  as  an  out¬ 
patient  or  in  an  institution  providing  a 
lesser  level  of  care.  If  the  physician  mem¬ 
ber  is  satisfied,  after  consulting  with  the 
attending  physician,  that  continued  stay 
is  medically  necessary,  his  finding  shall 
constitute  the  finding  of  the  committee. 

(4)  Review  by  Second  Physician.  If  the 
physician  member,  after  consulting  with 
the  attending  physician,  is  not  satisfied 
that  the  continued  stay  is  necessary,  a 
second  member  physician  shall  review 
the  medical  necessity  of  the  continued 
stay.  If  the  second  member  physician  is 
satisfied  that  continued  stay  is  medically 
necessary,  his  finding  shall  constitute  the 
finding  of  the  committee. 

(5)  Finding  That  Continued  Stay  is 
Unnecessary.  If  the  two  physician  mem¬ 
bers  are  agreed  that  the  continued  stay 
is  not  medically  necessary,  this  finding 
shall  constitute  the  finding  of  the  com¬ 
mittee  and  written  notice  of  such  finding 
shall  be  promptly  given  to  the  facility, 
the  attending  physician,  the  patient, 
and  any  next  of  kin  or  sponsor  who 
should  be  advised. 

(6)  Time -Frames  For  Completion  of 
Continued  Stay  Review's.  The  steps  for 
the  review  of  each  continued  stay  re¬ 
quired  by  (f)(1)  through  (f)(5)  o^this 
section  shall  be  so  scheduled  that  a  find¬ 
ing  with  respect  to  the  necessity  of  a 
continued  stay  may  be  made,  and  all 
such  findings  shall  be  made,  not  later 
than  two  working  days  following  the 
continued  stay  review  date. 

(7)  Assignment  of  Additional  Con¬ 
tinued  Stay  Review  Dates.  When  a  con¬ 
tinued  stay  is  found  to  be  medically  nec¬ 
essary,  a  new  continued  stay  review  date 
shall  be  assigned  by  the  committee  or  its 
representative  in  accord  with  norms  and 
procedures  established  pursuant  to  sub¬ 
section  (d)(3).  above.  The  case  shall 


then  be  reviewed  as  in  (f)  (1)  through 
(f)  (5)  of  this  section  for  so  long  as 
medical  necessity  for  the  stay  exists. 

(g)  Medical  Care  Evaluation  Studies. 

(1)  The  medical  staff  shall  be  respon¬ 
sible  for  the  performance  of  medical  care 
evaluation  studies  to  promote  the  most 
effective  and  efficient  use  of  available 
health  facilities  and  services  consistent 
with  patient  needs  and  professionally 
recognized  standards  of  health  care. 

(2)  The  studies  shall  emphasize  iden¬ 
tification  and  analysis  of  patterns  of  pa¬ 
tient  care,  and  recommend  appropriate 
changes  for  maintaining  consistently 
high  quality  patient  care  and  effective 
and  efficient  use  of  services. 

(3)  Each  medical  care  evaluation  study 
shall  be  designed  by  the  physician  mem¬ 
bers  of  the  committee  and  shall  utilize 
criteria  and  standards  established  by 
those  members.  The  studies  may  relate 
to  admission,  duration  of  stay,  ancillary 
services  (including  the  furnishing  of 
drugs  and  biologicals)  and  professional 
services  performed  on  hospital  premises. 
The  studies  may  be  directed  to  the  proc¬ 
ess  or  outcome  of  patient  care  or  to  the 
organizational  and  administrative  ar¬ 
rangements  for  providing  such  care. 

(4)  The  committee  shall  analyze  the 
findings  of  each  study  and  make  written 
recommendations,  where  appropriate, 
for  corrective  actions  in  the  organization 
and  administration  of  health  care  deliv¬ 
ery  in  order  to  improve  the  quality  of 
care,  to  promote  more  effective  and  effi¬ 
cient  utilization  of  facilities  and  services, 
for  to  make  changes  beneficial  to  pa¬ 
tients,  staff,  the  facility  and  the  com¬ 
munity. 

(5 )  At  least  one  study  shall  be  in  prog¬ 
ress  at  any  given  time  and  at  least 
one  study  shall  be  completed  each  year. 
These  studies  may  utilize  data  and  in¬ 
formation  derived  from  the  records  of 
the  institution;  statistics,  profiles  and 
comparative  data  on  hospital  utilization 
compiled  by  other  organizations;  and  re¬ 
ports  and  other  information  obtained 
from  fiscal  intermediaries,  providers  of 
services  or  other  agencies. 

(6)  The  committee  shall  document  the 
results  of  each  medical  care  evaluation 
study  and  how  such  results  have  been 
used  to  institute  changes  in  the  methods 
of  care  and  to  promote  more  effective 
and  efficient  use  of  facilities  and  services. 

(h)  Records.  The  committee  shall  keep 
records  and  make  reports  of  the  utiliza¬ 
tion  review  activities  conducted  pursuant 
to  this  section  as  follows ; 

(1)  Records  shall  be  kept  of  all  meet¬ 
ings  and  activities.  These  records  shall 
include  (i)  a  summary  of  the  cases  re¬ 
viewed  and  documentation  of  the  find¬ 
ings  made  upon  each  admission  and  con¬ 
tinued  stay,  including  the  identification 
of  the  eligible  individual  and  physician 
and  the  date  of  admission  or  the  date  of 
application  for  and  authorization  of 
benefits  if  later  than  the  date  of  admis¬ 
sion,  (ii)  a  summary  of  each  completed 
medical  care  evaluation  study,  and  any 
actions  taken  pursuant  to  the  study  find¬ 
ings,  (iii)  a  summary  of  findings  and 
recommendations  with  respect  to  the  re¬ 
view  and  revision,  as  appropriate,  of  cri¬ 


teria,  norms,  and  the  list  specified  in 
(d)  (2)  of  this  section. 

(2)  Reports  of  committee  activities 
shall  be  made  on  a  regular  basis  to  the 
executive  committee  of  the  medical  staff, 
the  entire  medical  staff,  and  the  govern¬ 
ing  body  of  the  hospital. 

(3)  Except  as  necessary  in  carrying 
out  the  requirements  of  this  section  or  to 
effectuate  the  purposes  of  any  program 
administered  by  the  Department,  the 
records  and  reports  of  utilization  review 
findings  required  by  this  section  shall  not 
be  disclosed. 

(1)  Applicability  Under  Title  XVIII  of 
Utilization  Review  Requirements  Ap¬ 
proved  Under  Title  XIX.  Notwithstand¬ 
ing  the  preceding  paragraphs  of  this 
section,  if  the  Secretary  determines  that 
utilization  review  procedures  established 
by  a  State  pursuant  to  Title  XIX  of  the 
Social  Security  Act  are  superior  in  their 
effectiveness  to  the  procedures  required 
under  this  section,  any  provision  of  the 
State  plan  for  which  a  waiver  of  the 
requirements  set  forth  in  this  section  for 
utilization  review  in  hospitals  has  been 
granted  to  such  State,  shall,  to  the  extent 
deemed  appropriate  by  the  Secretary,  be 
utilized  in  hospitals  in  that  State,  instead 
of  the  procedures  specified  in  this  section. 
Prior  to  applying  the  waivered  proce¬ 
dures  for  Title  XVIII  purposes  in  any 
State,  the  Secretary  will  publish  reg¬ 
ulations,  following  notice  of  proposed 
rulemaking,  setting  forth  the  proposed 
applicability  of  such  procedures  to  the 
Title  XVm  program. 

(J)  Definitions.  (1)  “Elective  surgery 
or  other  elective  procedure”  means  sur¬ 
gery  or  other  medical  procedures  that 
can  be  delayed  without  medically  sig¬ 
nificant  risk  to  the  patient,  as  determined 
by  the  hospital’s  medical  staff. 

(2)  “Working  day”  means  any  one  of 
at  least  five  days  of  each  wreek  desig¬ 
nated  by  the  hospital  for  the  purpose  of 
utilization  review,  provided  that  if  a  des¬ 
ignated  day  falls  on  a  holiday  in  any 
particular  week  that  day  shall  not  be  a 
“working  day”  for  that  week. 

§  405.1913  Remote  Facility  Variances 
for  Utilization  Review  Requirements. 

(a)  As  used  in  this  section;  (1)  An 
“available”  individual  is  one  who; 

(1)  Possesses  the  necessary  profes¬ 
sional  qualifications; 

(ii)  Does  not  have  a  financial  interest 
(as  defined  in  5  405.1035(c)(3))  in  any 
facility  of  the  type  in  which  a  review  is 
being  conducted,  does  not  have  a  direct 
responsibility  for  the  care  of  patients  be¬ 
ing  reviewed,  and,  in  the  case  of  a  skilled 
nursing  facility,  is  not  employed  by  the 
facility;  and 

(iii)  Is  not  precluded  from  effective 
participation  by  the  distance  between  the 
facility  and  his  residence,  office,  or  other 
place  of  work.  An  individual  whose  resi¬ 
dence,  office,  or  other  place  of  work  is 
more  than  approximately  one  hour’s 
travel  time  from  the  facility  shall  be 
considered  precluded  from  effective  par¬ 
ticipation. 

(2)  “Adjacent  facility”  means  a  health 
care  facility  located  within  a  50 -mile 
radius  of  the  facility  which  requests  a 
variance. 
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(b)  The  Secretary  may  grant  a  re¬ 
questing  facility  a  variance  from  the 
time-frames  set  forth  in  §§  405.1035  (e), 
and  (f),  and  405.1137(d),  within  which 
reviews  of  all  cases  must  be  commenced 
and  completed,  upon  a  showing  satis¬ 
factory  to  the  Secretary  that  the  request¬ 
ing  facility  has  been  unable  to  meet  one 
or  more  of  the  requirements  of  §8  405.- 
1035  or  405.1137,  as  applicable,  by  reason 
of  insufficient  medical  and  other  profes¬ 
sional  personnel  available  to  conduct  the 
utilization  review  required  by  §§  405.1035 
or  405.1137. 

(c)  The  request  for  variance  shall  doc¬ 
ument  the  requesting  facility’s  inability 
to  meet  the  requirements  for  which  a 
variance  is  requested  and  the  facility’s 
good  faith  efforts  to  comply  with  the  re¬ 
quirements  contained  in  §§  405.1035  or 
405.1137,  as  applicable. 

(d)  The  request  shall  include  an  as¬ 
surance  by  the  requesting  facility  that 
It  will  continue  its  good  faith  efforts  to 
meet  the  requirements  contained  in 
§§  405.1035  or  405.1137,  as  applicable. 

(e)  A  revised  utilization  review  plan 
for  the  requesting  facility  shall  be  sub¬ 
mitted  concurrently  with  the  request  for 
a  variance.  The  revised  plan  shall  specify 
the  methods  and  procedures  which  the 
requesting  facility  will  use,  if  a  variance 
Is  granted,  to  assure: 

(1)  that  effective  and  timely  control 


will  be  maintained  over  the  utilization 
of  services;  and 

(2)  that  reviews  will  be  conducted  so 
as  to  improve  the  quality  of  care  pro¬ 
vided  to  patients. 

(f)  The  request  for  a  variance  shall 
include  : 

(1)  The  name,  location,  and  type 
( e.g .,  hospital,  skilled  nursing  facility) 
of  the  facility  for  which  the  variance  is 
requested; 

(2)  The  total  number  of  patient  ad¬ 
missions  and  average  daily  patient  cen¬ 
sus  at  the  facility  within  the  previous  six 
months: 

(3)  The  total  number  of  title  XVin 
and  title  XIX  patient  admissions  and 
the  average  daily  patient  census  of  title 
XVni  and  title  XIX  patients  in  the  facil¬ 
ity  within  the  previous  six  months; 

(4)  As  relevant  to  the  request,  the 
names  of  all  phyisicans  on  the  active 
staff  of  the  facility  and  the  names  of  all 
other  professional  personnel  on  the  staff 
of  the  facility; 

(5)  The  name,  location,  and  type  of 
each  adjacent  facility  (e.g.,  hospital, 
skilled  nursing  facility) ; 

(6)  The  distance  and  average  travel 
time  between  the  facility  and  each  adja¬ 
cent  facility; 

(7)  As  relevant  to  the  request,  the 
location  of  practice  of  available  physi¬ 
cians  and  the  estimated  number  of  other 
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available  professional  personnel,  or  both 
(see  paragraph  (a)(1)  (ill)  of  this  sec¬ 
tion)  ; 

(8)  Documentation  by  the  facility  of 
its  attempt  to  obtain  the  services  of 
available  physicians  or  other  professional 
personnel,  or  both,  and 

(9)  A  statement  of  whether  a  plan¬ 
ning  or  conditional  Professional  Stand¬ 
ards  Review  Organization  (PSRO)  exists 
in  the  area  where  the  facility  is  located. 

(g)  The  Secretary  shall  promptly  no¬ 
tify  the  facility  of  the  action  taken  on  the 
request.  Where  a  variance  is  in  effect,  the 
validation  of  utilization  review  pursuant 
to  §§  405.1035  and  405.1137  shaU  be  made 
with  reference  to  the  revised  utilization 
review  plan  submitted  with  the  request 
for  variance. 

(h)  The  Secretary,  in  granting  a  vari¬ 
ance,  will  specify  the  period  for  which  the 
variance  has  been  granted.  Such  period 
shall  not  exceed  one  year. 

(1)  A  request  for  renewal  of  a  vari¬ 
ance  shall  be  submitted  not  later  than 
30  days  prior  to  the  expiration  of  the 
variance  and  shall  contain  all  informa¬ 
tion  required  by  paragraphs  (c) ,  (d) ,  and 
(f)  of  this  section.  Renewal  of  the  vari¬ 
ance  will  be  contingent  upon  the  facility’s 
having  met  and  continuing  to  meet  the 
requirements  of  this  section. 
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